090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





1 ug Younger 


10015 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10018 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10023 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10025 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10033 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10036 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10040 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10041 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10042 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10045 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10048 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10052 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


(Page 1 of 10) 


Page 1 





FDA-CBER-2021-5683-0049512 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





3 ug Younger 


10170 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10194 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10198 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10200 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10204 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10209 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10212 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10221 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10224 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10225 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10226 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10227 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





10 yg 
Younger 


10001 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10003 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10004 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10005 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10006 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10007 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10008 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10009 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10010 


Yes 


No 


Yes 


Yes 


No 


No 


No 


No 





10011 


Yes 


Yes 


Yes 





10017 


Yes 


Yes 


Yes 








10019 





Yes 








Yes 





Yes 

















Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





20 ug 
Younger 


10151 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10171 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10172 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10173 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10175 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10176 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10178 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10179 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10181 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10182 


Yes 


No 


Yes 


No 


No 


No 


No 


No 





10183 


Yes 


Yes 








10197 





Yes 








Yes 




















Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





30 Ug 
Younger 


10016 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10020 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10021 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10028 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10031 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10032 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10034 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10037 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10038 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10039 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10043 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10047 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





50 ug 
Younger 


10049 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10050 


Yes 


No 


Yes 


Yes 


No 


No 


No 


No 





10053 


Yes 


Yes 


Yes 





10055 


Yes 


Yes 


Yes 





10056 


Yes 


Yes 


Yes 





10057 


Yes 


Yes 


Yes 





10059 


Yes 


Yes 


Yes 





10060 


Yes 


Yes 


Yes 





10067 


Yes 


Yes 


Yes 





10068 


Yes 


Yes 


Yes 





10070 


Yes 


Yes 


Yes 








10073 





Yes 








Yes 





Yes 

















Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





60 Ug 
Younger 


10066 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10075 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10076 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10078 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10083 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10084 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10085 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10089 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10093 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10096 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





10103 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 








10104 





Yes 





No 





Yes 





Yes 





Yes 





No 





No 





Yes 





Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





10 ug Older 


10273 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10274 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10282 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10283 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10286 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10287 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10288 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10289 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10291 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10292 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10298 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10320 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-4.1-1: Listing of subjects’ inclusion in analysis sets - BNT162b1 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





20 ug Older 


20207 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20211 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20220 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20227 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20234 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20236 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20237 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20238 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20239 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20241 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


No 


No 





20242 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 








20243 





Yes 








Yes 





Yes 





Yes 








No 








Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049520 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.1-4.1-1: Listing of subjects’ 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


inclusion in analysis sets - BNT162b1 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b1 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





30 pg Older 


10350 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10351 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10352 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10353 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10358 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10360 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10361 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10362 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10363 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10364 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 





10365 


Yes 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 








10366 





Yes 


Yes 








No 





Yes 





Yes 





Yes 





No 





No 





Program: Lbase_Disp_4_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049521 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.1-1: Listing of prior medication - BNT162b1 
Safety set 


Dose Sub- Medication/ Start date End date 
group ject no. . | Therapy Preferred term Therapeutic class and time and time i Route 


BNT162b1 


Dose Indication 





1 ug 10041 Paracetamol Paracetamol Analgesics 28APR2020 | 28APR2020 Oral 
Younger 8:38 8:38 


500 mg Migraine 





30 ug 10016 Lora ADGC Loratadine Antihistamines 12APR2020 | 12APR2020 Oral 
Younger For Systemic Use 
































1 Tablet Rhinitis Allergica 











Therapeutic class is ATC level 2. Prior medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 


BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 1 of 1) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049522 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b1 


Indication 





10015 


ASS 100 


Acetylsalicylic Acid 


Analgesics 


20MAY2020 
20:00 


20MAY2020 
20:00 


Headache 





10018 


Levonance 


Ethinylestradiol;levonorg 
estrel 


Sex Hormones 
And Modulators 
Of The Genital 
System 


2017 


Contraception 





Hylodual Drops 


Ectoine;hyaluronate 
Sodium 


Ophthalmological 
s 


28MAY2020 
17:00 


31MAY2020 
22:00 


Ophthal 
mic 


Tired Irritated Eyes 





Tears again 
Spray 


Glycine Max 
Extract;phenoxyethanol;r 
etinol 
Palmitate;tocophery! 
Acetate 


Ophthalmological 
s 


28MAY2020 
17:00 


28MAY2020 
21:00 


Ophthal 
mic 


Tired Irritated Eyes 





10033 











Paracetamol 
Tabl. 





Paracetamol 





Analgesics 





27MAY2020 
17:00 





27MAY2020 
22:00 








Oral 





500 mg 








Flue Like 
Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





10036 


Maxime (R) 


Dienogest;ethinylestradio 


Sex Hormones 
And Modulators 
Of The Genital 
System 


NOV2019 


1x1 
Tablet 


Contraception 








Ibuprofen Tbl. 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


O08JUN2020 
12:00 


09JUN2020 


800 mg 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 





Ibuprofen Tbl. 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


10JUN2020 
9:00 


11JUN2020 
6:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 





Ibuprofen Tbl. 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


25JUN2020 
6:00 


01JUL2020 
6:00 


Cervicobrachialgia 











Paracetamol 





Paracetamol 





Analgesics 





29MAY2020 
12:37 





29MAY2020 
12:37 

















Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049524 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10040 





Paracetamol 


Paracetamol 


Analgesics 


29MAY2020 
15:10 


29MAY2020 
15:10 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 


Tiredness) 





Paracetamol 
Tabl. 


Paracetamol 


Analgesics 


29MAY2020 
18:00 


30MAY2020 
0:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 


Tiredness) 





Paracetamol 
Tabl. 


Paracetamol 


Analgesics 


30MAY2020 
4:00 


30MAY2020 
9:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 


Tiredness) 





Paracetamol 
Tabl. 


Paracetamol 


Analgesics 


31MAY2020 
20:00 


31MAY2020 
20:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 











Paracetamol 
Tabl. 





Paracetamol 





Analgesics 





01JUN2020 
4:00 





01JUN2020 
4:00 

















Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 3 of 52) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049525 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10040 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


02JUN2020 
10:00 


02JUN2020 
16:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


04JUN2020 
6:00 


08JUN2020 
12:00 


Flu Like Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, 
Tiredness) 








Ibuprofen Tbl. 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


08JUN2020 
10:00 


11JUN2020 
14:00 


Pain Injection Arm 





Paracetamol 


Paracetamol 


Analgesics 


28MAY2020 
18:30 


28MAY2020 
18:30 


Oral 


500 mg 


Headache 











Paracetamol 





Paracetamol 





Analgesics 





29MAY2020 
9:55 





29MAY2020 
9:55 








Oral 





1000 
mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


(Page 4 of 52) 


Page 15 





FDA-CBER-2021-5683-0049526 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10041 


Paracetamol 


Paracetamol 


Analgesics 


29MAY2020 
17:15 


29MAY2020 
22:00 


Flu Like Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


30MAY2020 
7:15 


30MAY2020 
17:00 


Flu Like Symptoms 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


04JUN2020 
10:30 


O08JUN2020 
8:00 


Headache 





Leona Hexal 


Ethinylestradiol;levonorg 


estrel 


Sex Hormones 
And Modulators 
Of The Genital 
System 


2010 


Contraception 














Belara 
0,03mg/2mg 





Chlormadinone 


Acetate;ethinylestradiol 





Sex Hormones 
And Modulators 
Of The Genital 
System 

















1 Tablet 








Contraception 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049527 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10052 


Paracetamol 
500 


Paracetamol 


Analgesics 


13MAY2020 
19:15 


13MAY2020 
19:15 


Headache 





10198 


Yasmin Tbl 
(3mg 
Drospirenon, 
0.03mg 
Ethinylestradiol) 


Drospirenone;ethinylestr 


adiol 


Sex Hormones 
And Modulators 
Of The Genital 
System 


APR2020 


Contraception 





Paracetamol 
Tabl. 


Paracetamol 


Analgesics 


25JUL2020 
20:00 


25JUL2020 
20:00 


500 mg 


Headache 
(Systemic 
Reaction) 








Paracetamol 
1000 mg supp. 


Paracetamol 


Analgesics 


13AUG2020 
19:00 


13AUG2020 
19:00 


Rectal 


1000 
mg 


Flu Like Symptoms 
(Systemic 
Reaction) 











Paracetamol 
500 mg 





Paracetamol 





Analgesics 





13AUG2020 
6:00 





13AUG2020 
6:00 











500 mg 








Headache 
(Systemic 
Reaction) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 6 of 52) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Page 17 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10224 


Kyleena 
hormonal IUD 


Levonorgestrel 


Other 
Gynecologicals 


MAY2020 


Intraute 
rine 


19.5 mg 


Contraception 





10227 


Paracetamol 
Tol 


Paracetamol 


Analgesics 


06AUG2020 
14:15 


06AUG2020 
14:15 


Oral 


500 mg 


Headache 





Paracetamol 
Tol 


Paracetamol 


Analgesics 


21AUG2020 
16:35 


21AUG2020 
16:35 


Oral 


500 mg 


Headache 








Miranova 


Ethinylestradiol;levonorg 
estrel 


Sex Hormones 

And Modulators 
Of The Genital 

System 


MAY2019 


Oral 


1 Tablet 


Contraception 











Paracetamol 
500 





Paracetamol 





Analgesics 





28APR2020 
14:34 





28APR2020 
14:34 








Oral 





500 mg 








Headache 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 7 of 52) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10003 


Paracetamol 
500 


Paracetamol 


Analgesics 


29MAY2020 


29MAY2020 


Oral 


500 mg 


Headache 





10004 


Paracetamol 
500 


Paracetamol 


Analgesics 


15MAY2020 
16:00 


15MAY2020 
16:00 


Oral 


500 mg 


Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


16MAY2020 
14:00 


16MAY2020 
14:00 


Oral 


500 mg 


Headache 








Paracetamol 


Paracetamol 


Analgesics 


12MAY2020 
18:30 


12MAY2020 
18:30 


Oral 


1000 
mg 


Headache 











Paracetamol 





Paracetamol 





Analgesics 





13MAY2020 
15:00 





13MAY2020 
15:00 








Oral 





1000 
mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10005 





Paracetamol 


Paracetamol 


Analgesics 


02JUN2020 
18:00 


03JUN2020 
9:30 


Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


15MAY2020 
20:00 


15MAY2020 
20:00 


Flu Like Symptoms 
(Chills, Malaise, 
Myalgia, Arthralgia, 
Intermittent 
Headache, 
Tiredness) 





Paracetamol 
500 


Paracetamol 


Analgesics 


17MAY2020 
10:00 


17MAY2020 
10:00 


Flu Like Symptoms 
(Chills, Malaise, 
Myalgia, Arthralgia, 
Intermittent 
Headache, 
Tiredness) 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


24APR2020 
15:30 


24APR2020 
15:30 


Oral 


500 mg 


Headache 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





24APR2020 
19:30 





24APR2020 
19:30 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10006 


Ibuprofen 400 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


15MAY2020 
17:00 


16MAY2020 
16:00 


Gingivitis 





Paracetamol 
500 


Paracetamol 


Analgesics 


12MAY2020 
17:00 


14MAY2020 
16:00 


Oral 


500 mg 


Gingivitis 





Paracetamol 
500 


Paracetamol 


Analgesics 


20MAY2020 
4:00 


20MAY2020 
4:00 


Oral 


500 mg 


Flu-L ke Symptoms 





Septanest 
1:100000 


Articaine 


Hydrochloride;epinephrin 


e Bitartrate 


Anesthetics 


15MAY2020 
10:00 


15MAY2020 
10:00 


Subcuta 
neous 


40/1 
mg/mL 


Gingivitis (Dental 
Treatment Of The 
Cause Of 
Gingivitis) 





10007 











Paracetamol 
500 





Paracetamol 





Analgesics 





24APR2020 
14:00 





24APR2020 
14:00 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049532 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





10007 


Paracetamol 
500 


Paracetamol 


Analgesics 


27APR2020 
19:00 


27APR2020 
19:00 


500 mg 


Headache 
Intermittent 





Paracetamol 
500 


Paracetamol 


Analgesics 


13MAY2020 
16:00 


13MAY2020 
16:00 


500 mg 


Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


15MAY2020 
20:00 


15MAY2020 
20:00 


500 mg 


Flu-L ke Symptoms 
(Incl. Intermitt. 
Headache) 





Paracetamol 
500 


Paracetamol 


Analgesics 


22MAY2020 
9:00 


22MAY2020 
9:00 


Oral 


500 mg 


Headache 





10008 











Cetirizin 





Cetirizine Hydrochloride 





Antihistamines 
For Systemic Use 





27MAY2020 
11:00 





27MAY2020 
11:00 








Oral 





10 mg 








Rhinitis Allergica 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049533 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 





10008 Cetirizin Cetirizine Hydrochloride | Antihistamines 29MAY2020 | 29MAY2020 Oral 10 mg Rhinitis Allergica 
For Systemic Use 12:15 12:15 


Cetirizin Cetirizine Hydrochloride | Antihistamines 01JUN2020 | 02JUN2020 Oral 10 mg Rhinitis Allergica 
For Systemic Use 11:00 10:00 


Cetirizin Cetirizine Hydrochloride | Antihistamines 04JUN2020 | 04JUN2020 Oral 10 mg Rhinitis Allergica 
For Systemic Use 9:00 9:00 


Cetirizin Cetirizine Hydrochloride | Antihistamines 07JUN2020 | 07JUN2020 Oral 10 mg Rhinitis Allergica 
For Systemic Use 9:00 9:00 


Cetirizin ADGC | Cetirizine Hydrochloride | Antihistamines 10JUN2020 | 10JUN2020 Oral 10 mg Pollen Allergy 
For Systemic Use 10:00 10:00 





















































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 12 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b1 


Indication 





10008 


Cetirizin ADGC 


Cetirizine Hydrochloride 


Antihistamines 
For Systemic Use 


12JUN2020 
12:00 


12JUN2020 
12:00 


Pollen Allergy 





Cetirizin ADGC 


Cetirizine Hydrochloride 


Antihistamines 
For Systemic Use 


14JUN2020 
12:00 


14JUN2020 
12:00 


Pollen Allergy 





Paracetamol 
500 


Paracetamol 


Analgesics 


19MAY2020 
21:30 


19MAY2020 
21:30 


Flu-L ke Symptoms 





Paracetamol 
500 


Paracetamol 


Analgesics 


20MAY2020 
1:40 


20MAY2020 
16:30 


Flu-L ke Symptoms 














Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





12MAY2020 
23:00 





12MAY2020 
23:00 

















Intermittent Fever 
Up To 39,3 Degree 
Cc 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 13 of 52) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10010 





Ibuprofen 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


13MAY2020 
9:00 


16MAY2020 
19:00 


Malaise / Myalgia 





Paracetamol 


Paracetamol 


Analgesics 


25APR2020 
11:00 


25APR2020 
11:00 


Oral 


500 mg 


Flu-L ke Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


26APR2020 


26APR2020 


Oral 


500 mg 


Flu-L ke Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


O2MAY2020 
18:30 


O5MAY2020 
20:00 


Oral 


500 mg 


Flu-L ke Symptoms 











Scandicain 1% 





Mepivacaine 
Hydrochloride 





Anesthetics 





O8MAY2020 





O8MAY2020 








Subcuta 
neous 





30 mg 








Verruca Operation 
In Local 
Anesthesia 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 





10017 Brimodin AL Brimonidine Tartrate Ophthalmological 2018 Conjunc | 1 git Glaucoma 
2mg s tival 





Dorzolamid AL | Dorzolamide Ophthalmological 2018 Conjunc | 1 git Glaucoma 
Comp. Hydrochloride;timolol s tival 
(20mg/5mg) Maleate 





Lumigan 0.1 mg | Bimatoprost Ophthalmological 2018 Conjunc | 1 git Glaucoma 
s tival 





Paracetamol Paracetamol Analgesics 20MAY2020 | 20MAY2020 Oral 500 mg Muscle Pain In 
500 10:30 19:00 Lumbar Region 


10019 Paracetamol Paracetamol Analgesics 20MAY2020 | 20MAY2020 Oral 1000 Flu Like Symptoms 
500 8:00 20:00 mg 












































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10019 


Paracetamol 
500 


Paracetamol 


Analgesics 


21MAY2020 
8:00 


21MAY2020 
13:00 


Oral 


500 mg 


Intermittent 
Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


24MAY2020 
7:30 


26MAY2020 
19:00 


Oral 


500 mg 


Intermittent 
Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


06AUG2020 
20:22 


06AUG2020 
20:22 


Oral 


1000 
mg 


Fever And 
Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 
20:15 


07AUG2020 
20:15 


Oral 


500 mg 


Fever And 
Headache 





10172 











Paracetamol 
Tol 





Paracetamol 





Analgesics 





06AUG2020 
11:35 





06AUG2020 
11:35 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10172 


Paracetamol 
Tol 


Paracetamol 


Analgesics 


06AUG2020 
22:15 


06AUG2020 
22:15 


Oral 


500 mg 


Headache 





10173 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 
12:30 


07AUG2020 
22:00 


Oral 


500 mg 


Fever, Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


08AUG2020 
11:00 


08AUG2020 
22:00 


Oral 


500 mg 


Fever, Headache 








Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 
1:00 


07AUG2020 
1:00 


Oral 


500 mg 


Fever, Headache 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





07AUG2020 
17:00 





07AUG2020 
17:00 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


(Page 17 of 52) 


Page 28 





FDA-CBER-2021-5683-0049539 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





10179 





Agomelatin 


Agomelatine 


Psychoanaleptics 


13AUG2020 
20:00 


25 mg 


Depression;sleepin 
g Disorder 





Paracetamol 


Paracetamol 


Analgesics 


16JUL2020 
15:45 


16JUL2020 
15:45 


1000 
mg 


Headache 
(Systemic 
Reaction) 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


O06AUG2020 
21:00 


06AUG2020 
21:00 


Oral 


500 mg 


Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 
21:00 


07AUG2020 
21:00 


Oral 


500 mg 


Headache 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





08AUG2020 
13:00 





08AUG2020 
13:00 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 





10182 Minulet Ethinylestradiol;gestoden | Sex Hormones 2008 Contraception 
e And Modulators 
Of The Genital 
System 





Gynokadin Estradiol Sex Hormones SEP2019 Transde | 2. Postmenopausal 
And Modulators rmal Complaints 

Of The Genital 
System 


Paracetamol Paracetamol Analgesics 17JUL2020 | 17JUL2020 Local And 

9:58 9:58 Systemic Reaction 
Headache; 
Injection Site 
Reaction 








Paracetamol Paracetamol Analgesics 17JUL2020 | 17JUL2020 Systemic 

18:15 18:15 Reactions 
(Headache, Muscle 
Pain) 


Paracetamol Paracetamol Analgesics 06AUG2020 | O6AUG2020 Oral 500 mg Headache And 
Tl. 22:18 22:18 Myalgia 












































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10183 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 
8:30 


07AUG2020 
18:30 


Headache, Myalgia 





10197 





Paracetamol 


Paracetamol 


Analgesics 


16JUL2020 
16:14 


16JUL2020 
16:14 


Headache 
(Systemic 
Reaction) 





Paracetamol 


Paracetamol 


Analgesics 


16JUL2020 
20:30 


17JUL2020 
7:45 


Systemic And 
Local Reaction 





Paracetamol 


Paracetamol 


Analgesics 


17JUL2020 
14:00 


18JUL2020 
8:30 


Gingiva Pain 
Diffuse; Systemic 
Reaction (Pain, 
Malaise, Chills) 











Paracetamol 





Paracetamol 





Analgesics 





18JUL2020 
11:00 





18JUL2020 
20:30 

















Gingiva Pain 
Diffuse; Systemic 
Reaction (Neck 
Pain, Muscular 
Stiffness) 
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Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049542 


Page 31 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10197 





Paracetamol 


Paracetamol 


Analgesics 


18JUL2020 
14:00 


19JUL2020 
0:00 


Gingiva Pain 
Diffuse; Systemic 
Reactions (Neck 
Pain, Muscular 
Stiffness) 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


06AUG2020 
18:30 


06AUG2020 


Oral 


1000 
mg 


Fever, Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


07AUG2020 


08AUG2020 
1:00 


Oral 


1000 
mg 


Fever, Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


08AUG2020 
8:00 


08AUG2020 
22:00 


Oral 


1000 
mg 


Headache 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





09AUG2020 
8:00 





09AUG2020 
8:00 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


(Page 21 of 52) 


Page 32 





FDA-CBER-2021-5683-0049543 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b1 


Indication 





10016 


Paracetamol 
500 


Paracetamol 


Analgesics 


30APR2020 
0:45 


30APR2020 
0:45 


Flu-L ke Symptoms 





Paracetamol 
500 


Paracetamol 


Analgesics 


21MAY2020 
3:30 


21MAY2020 
3:30 


Flu Like Symptoms 





Ibuprofen Tbl. 


400mg 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


13JUN2020 
11:30 


13JUN2020 
11:31 


Lumbalgia 





Sayana 104 
mg/ 0,65 ml 


Medroxyprogesterone 
Acetate 


Sex Hormones 
And Modulators 
Of The Genital 
System 


Subcuta 
neous 


Contraception 














Paracetamol 
500 





Paracetamol 





Analgesics 





26MAY2020 
16:00 





26MAY2020 
16:00 











Injection Site 
Reactions (Pain, 
Discomfort With 
Movement); Flu- 
Like Symptoms 











Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10028 


Paracetamol 


Paracetamol 


Analgesics 


28MAY2020 
22:00 


28MAY2020 
22:00 


Headache 





Paracetamol 


Paracetamol 


Analgesics 


29MAY2020 
3:00 


29MAY2020 
6:30 


Flue Like 
Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


29MAY2020 
15:00 


29MAY2020 
15:00 


Flue Like 
Symptoms 





Paracetamol 
500 


Paracetamol 


Analgesics 


O7MAY2020 
22:00 


O7MAY2020 
22:00 


Headache 














Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





14JUN2020 
11:00 





18JUN2020 
15:00 

















Pain Right Elbow 
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Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10031 





Paracetamol 


Paracetamol 


Analgesics 


28MAY2020 
22:15 


29MAY2020 
9:30 


Flu Like 
Symptoms;injection 
Site Reactions 





Paracetamol 


Paracetamol 


Analgesics 


13JUN2020 
20:00 


13JUN2020 
20:00 


Pain Right Elbow 





Paracetamol 
500 


Paracetamol 


Analgesics 


O7MAY2020 
21:00 


O8MAY2020 
14:00 


Injection Site 
Reactions (Pain, 
Discomfort With 
Movement) 





Paracetamol 
Suppositorium 


Paracetamol 


Analgesics 


O8MAY2020 
5:45 


O8MAY2020 
5:45 


Rectal 


1000 
mg 


Flu-L ke Symptoms 











Paracetamol 
supp 





Paracetamol 





Analgesics 





29MAY2020 
4:30 





29MAY2020 
4:30 








Rectal 





1000 
mg 








Flu Like Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b1 


Indication 





10034 


Paracetamol 


Paracetamol 


Analgesics 


O5MAY2020 
23:30 


O5MAY2020 
23:30 


Flu-L ke Symptoms 
(Headache, 
Dizzness, 
Tiredness, 
Weariness, 
Shivering) 





Paracetamol 


Paracetamol 


Analgesics 


26MAY2020 
19:30 


26MAY2020 
23:00 


Flu-L ke Symptom 
(Myalgia, 
Arthralgia, Chills, 
Malaise, Tiredness, 
Pyrexia, 
Headache) 





Paracetamol 


Paracetamol 


Analgesics 


27MAY2020 
10:00 


27MAY2020 
10:00 


Flu-L ke Symptom 
(Myalgia, 
Arthralgia, Chills, 
Malaise, Tiredness, 
Pyrexia, 
Headache) 








Paracetamol 
500 


Paracetamol 


Analgesics 


26MAY2020 
18:00 


28MAY2020 
18:00 


Oral 


500 mg 


Flu-L ke Symptoms 











Paracetamol 
500 mg 





Paracetamol 


Analgesics 








17JUN2020 
7:30 





17JUN2020 
7:30 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10039 


Paracetamol 


Paracetamol 


Analgesics 


O7MAY2020 
19:00 


O7MAY2020 
19:00 


Flu-L ke Symptoms 
(Headache, 
Elevated Body 
Temperature) 





Paracetamol 


Paracetamol 


Analgesics 


O7MAY2020 
22:00 


O7MAY2020 
22:00 


Flu-L ke Symptoms 
(Headache, 
Elevated Body 
Temperature) 





Paracetamol 


Paracetamol 


Analgesics 


28MAY2020 
20:00 


28MAY2020 
22:00 


Flu-L ke Symptoms 
(Incl. Dizziness, 
Headache) 





Paracetamol 


Paracetamol 


Analgesics 


29MAY2020 
11:00 


29MAY2020 
21:00 


Flu-L ke Symptoms 














Paracetamol 
500 





Paracetamol 





Analgesics 





13MAY2020 
14:00 





13MAY2020 
14:00 

















Flu-L ke Symptoms 
(Tiredness, 
Malaise, Feeling 
Feverish, 
Headache) 
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Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10049 


Paracetamol 
500 


Paracetamol 


Analgesics 


15MAY2020 
14:00 


15MAY2020 
14:00 


Neck Pain Left 
Side 





Paracetamol 
500 


Paracetamol 


Analgesics 


02JUN2020 
23:10 


02JUN2020 
23:10 


Flu-L ke 
Symptoms; 
Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


03JUN2020 
0:30 


03JUN2020 
0:30 


Flu-L ke 
Symptoms; 
Headache 





Paracetamol 
500 


Paracetamol 


Analgesics 


03JUN2020 
7:15 


03JUN2020 
20:50 


Flu-L ke 
Symptoms; 
Headache 














Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





23MAY2020 
17:20 





23MAY2020 
17:20 

















Menstrual Pain 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 





10050 Jaydess Levonorgestrel Other 03JAN2019 Intraute | 13,5 mg Contraception 
jenapharm Gynecologicals rine 


Paracetamol Paracetamol Analgesics 15MAY2020 | 16MAY2020 Oral 500 mg Headache 
500 18:00 11:30 








Effortil gtt. Etilefrine Hydrochloride | Cardiac Therapy | 12MAY2020 | 12MAY2020 10 mg Hypotension 
8:25 8:25 During Blood Draw 
For Cmi 


Benuron Supp | Paracetamol Analgesics O03JUN2020 | 03JUN2020 Rectal | 1000 Pain In Joints And 
18:00 18:00 mg Muscles, Lower 
Body Half 


Paracetamol Paracetamol Analgesics 13MAY2020 | 183MAY2020 Oral 500 mg Headache 
500 18:00 18:00 















































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 28 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 





10056 Paracetamol Paracetamol Analgesics 14MAY2020 | 14MAY2020 Flu-L ke Symptoms 
500 1:40 1:40 (Nausea, 
Headache, 
Tiredness, Malaise, 
Chills, Pyrexia 
Intermitt., 
Arthralgia); 
Injection Site 
Reactions (Pain, 
Discomfort With 
Movement) 





Paracetamol Paracetamol Analgesics 14MAY2020 | 14MAY2020 Flu-L ke Symptoms 
500 10:00 10:00 (Nausea, 
Headache, 
Tiredness, Malaise, 
Chills, Pyrexia 
Intermitt., 
Arthralgia) 





Paracetamol Paracetamol Analgesics O03JUN2020 | 03JUN2020 Oral 500 mg Flu Like Symptoms 
500 Tbl. 18:00 18:00 


Paracetamol Paracetamol Analgesics O03JUN2020 | 03JUN2020 Oral 500 mg Flu Like Symptoms 
500 Tbl. 20:00 20:00 


Paracetamol Paracetamol Analgesics 04JUN2020 | 04JUN2020 Oral 500 mg Flu Like Symptoms 
500 Tbl. 11:00 11:00 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10056 





Paracetamol 
500 Thi. 


Paracetamol 


Analgesics 


04JUN2020 
15:00 


04JUN2020 
15:00 


Oral 


500 mg 


Flu Like Symptoms 





Paracetamol 
500 Tbl. 


Paracetamol 


Analgesics 


04JUN2020 
22:00 


04JUN2020 
22:00 


Oral 


500 mg 


Flu Like Symptoms 





Paracetamol 
Supp. 


Paracetamol 


Analgesics 


03JUN2020 
23:00 


03JUN2020 
23:00 


Rectal 


1000 
mg 


Flu Like Symptoms 





Paracetamol 
Supp. 


Paracetamol 


Analgesics 


04JUN2020 
2:00 


04JUN2020 
2:00 


Rectal 


1000 
mg 


Flu Like Symptoms 








10 





Paracetamol 
Supp. 





Paracetamol 





Analgesics 





04JUN2020 
9:00 





04JUN2020 
9:00 








Rectal 





1000 
mg 








Flu Like Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b1 


Indication 





10056 


Paracetamol 
supp. 


Paracetamol 


Analgesics 


14MAY2020 
18:00 


14MAY2020 
18:00 


Flu-L ke Symptoms 
(Nausea, 
Headache, 
Tiredness, Malaise, 
Chills, Pyrexia 
Intermitt., 
Arthralgia) 





Solera Tol. 


Chlormadinone 
Acetate;ethinylestradiol 


Sex Hormones 
And Modulators 
Of The Genital 
System 


FEB2017 


1 Tablet 


Contraception 








Canesten 1% 
Creme 


Clotrimazole 


Antifungals For 
Dermatological 
Use 


O6JUN2020 
20:00 


17JUN2020 
20:00 


Topical 


Tinea Pedis Of 
Right Foot 





Canesten 1% 
Creme 


Clotrimazole 


Stomatological 
Preparations 


13JUN2020 
20:00 


19JUN2020 
20:00 


Topical 


Inguinal Mycosis 











Paracetamol 





Paracetamol 





Analgesics 





17MAY2020 
18:00 





17MAY2020 
18:00 








Oral 





500 mg 








Flu-L ke Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10057 


Paracetamol 


Paracetamol 


Analgesics 


05JUN2020 
17:00 


05JUN2020 
17:00 


Flu-L ke Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Chills, Fatigue, 
Malaise) 





Paracetamol 


Paracetamol 


Analgesics 


05JUN2020 
19:00 


05JUN2020 
19:00 


Flu-L ke Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Chills, Fatigue, 
Malaise) 





Paracetamol 


Paracetamol 


Analgesics 


O6JUN2020 
10:00 


O6JUN2020 
10:00 


Flu-L ke Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Chills, Fatigue, 
Malaise) 








Paracetamol 


Paracetamol 


Analgesics 


03JUN2020 
21:35 


03JUN2020 
21:35 


Flu Like Symptoms 











Paracetamol 
500 mg 





Paracetamol 





Analgesics 





13MAY2020 
22:30 





13MAY2020 
22:30 

















Flu-L ke Symptoms 
(Nausea, Chills, 
Malaise, 
Headache, Pyrexia 
2x, Arthralgia) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10059 


Paracetamol 
Supp 


Paracetamol 


Analgesics 


13MAY2020 
22:45 


13MAY2020 
22:45 


Flu-L ke Symptoms 
(Nausea, Chills, 
Malaise, 
Headache, Pyrexia 
2x, Arthralgia) 





Paracetamol 
Supp 


Paracetamol 


Analgesics 


03JUN2020 
20:00 


04JUN2020 
17:30 


Flu Like Symptoms 





Novaminsulfon 


Metamizole Sodium 


Analgesics 


14MAY2020 
19:10 


14MAY2020 
19:10 


Headache 





Paracetamol 


Paracetamol 


Analgesics 


04JUN2020 
14:30 


04JUN2020 
14:30 


Flu Like Symptoms 














Paracetamol 





Paracetamol 





Analgesics 





05JUN2020 
19:00 





05JUN2020 
19:00 

















Flu-L ke Symptoms 
(Headache, 
Myalgia, Chills, 
Fatigue) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 


10067 Paracetamol Paracetamol Analgesics O6JUN2020 | 06JUN2020 Flu-L ke Symptoms 
8:00 17:00 (Headache, 
Myalgia, Chills, 
Fatigue) 


Paracetamol Paracetamol Analgesics 15MAY2020 | 15MAY2020 Flu-L ke Symptoms 
500 23:30 23:30 (Headache, 
Fatigue,malaise, 
Shivering) 


Paracetamol Paracetamol Analgesics 16MAY2020 | 16MAY2020 Flu-L ke Symptoms 
500 14:00 14:00 (Headache, 
Fatigue,malaise, 
Shivering) 














Minisiston 0,1 Ethinylestradiol;ievonorg | Sex Hormones OCT2019 1 Tablet Contraception 
mg estrel And Modulators 
Levonorgestrel, Of The Genital 
0,02 mg System 
Ethinylestradiol 


Paracetamol Paracetamol Analgesics O5JUN2020 | 05JUN2020 Injection Site 
18:30 18:30 Reactions (Pain, 
Discomfort With 
Movement) 












































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10068 


Paracetamol 


Paracetamol 


Analgesics 


O6JUN2020 
18:30 


O6JUN2020 
18:30 


Flu-L ke Symptoms 
(Headache, 
Myalgia, Arthralgia, 
Nausea, Chills, 
Loss Of Appetite, 
Malaise, Fatigue) 





Paracetamol 


Paracetamol 


Analgesics 


16MAY2020 
22:00 


16MAY2020 
22:00 


Flu-L ke Symptoms 
(Loss Of Appetite, 
Fatigue, Malaise, 
Chills) 





Paracetamol 


Paracetamol 


Analgesics 


05JUN2020 
19:30 


05JUN2020 
19:30 


Flu-L ke Symptoms 
(Headache, Chills, 
Malaise, Fatigue) 








Dolormin 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


30MAY2020 
12:15 


30MAY2020 
12:15 


Tension Headache 











Paracetamol 





Paracetamol 





Analgesics 





27MAY2020 
15:05 





27MAY2020 
15:05 








Oral 





500 mg 








Lower Abdominal 
Pain (Menses) 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049557 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10073 





Paracetamol 


Paracetamol 


Analgesics 


30MAY2020 
7:30 


30MAY2020 
7:30 


Tension Headache 





Paracetamol 


Paracetamol 


Analgesics 


05JUN2020 
14:20 


05JUN2020 
14:20 


Flu-L ke Symptoms 
(Headache, Chills, 
Nausea, Vomiting, 
Loss Of Appetite, 
Fatigue, Malaise) 





Paracetamol 


Paracetamol 


Analgesics 


O6JUN2020 
10:00 


O6JUN2020 
23:00 


Flu-L ke Symptoms 
(Headache, Chills, 
Nausea, Vomiting, 
Loss Of Appetite, 
Fatigue, Malaise) 





Paracetamol 


Paracetamol 


Analgesics 


15JUN2020 
13:01 


15JUN2020 
13:01 


500 mg 


Tension Headache 











Paracetamol 
500 





Paracetamol 





Analgesics 





15MAY2020 
16:30 





15MAY2020 
16:30 











500 mg 








Flu-L ke Symptoms 
(Malaise, 
Tiredness, Chills) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10073 


Paracetamol 
500 


Paracetamol 


Analgesics 


16MAY2020 
7:50 


16MAY2020 
7:50 


Flu-L ke Symptoms 
(Malaise, 
Tiredness, Chills) 





Paracetamol 
500 mg 


Paracetamol 


Analgesics 


05JUN2020 
19:00 


05JUN2020 
19:00 


Flu-L ke Symptoms 
(Headache, Chills, 
Nausea, Vomiting, 
Loss Of Appetite, 
Fatigue, Malaise) 








Paracetamol 


Paracetamol 


Analgesics 


19MAY2020 
23:10 


19MAY2020 
23:10 


Headache; Pyrexia 
(Highest Values 
39,2); Flu-L ke 
Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


20MAY2020 
13:00 


20MAY2020 
13:00 


Oral 


500 mg 


Flu-L ke Symptoms 











Paracetamol 





Paracetamol 





Analgesics 





22MAY2020 
8:00 





22MAY2020 
21:00 








Oral 





500 mg 








Flu-L ke Symptoms 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 


10066 Paracetamol Paracetamol Analgesics 12JUN2020 | 12JUN2020 Oral 1000 Headache 
13:30 13:30 mg 


10075 Canesten Clotrimazole Antifungals For 12JUN2020 | 27JUN2020 Topical | 0.5g Tinea Pedis Right 
Creme Dermatological 22:00 22:00 Foot 
Use 


Paracetamol Paracetamol Analgesics 22MAY2020 | 22MAY2020 Oral 500 mg Pyrexia; Headache 
22:30 22:30 


Paracetamol Paracetamol Analgesics 23MAY2020 | 23MAY2020 Oral 500 mg Pyrexia; Headache 
4:00 4:00 


Paracetamol Paracetamol Analgesics 23MAY2020 | 23MAY2020 Oral 500 mg Pyrexia; Headache 
12:50 12:50 
























































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10075 


Paracetamol 


Paracetamol 


Analgesics 


23MAY2020 
22:30 


23MAY2020 
22:30 


Rectal 


1000 
mg 


Pyrexia; Headache 





Paracetamol 
suppository 


Paracetamol 


Analgesics 


22MAY2020 
19:20 


22MAY2020 
19:20 


Rectal 


1000 
mg 


Pyrexia; Headache 





Paracetamol 


Paracetamol 


Analgesics 


22MAY2020 
21:00 


22MAY2020 
21:00 


Oral 


500 mg 


Flu-L ke Symptoms 








Paracetamol 


Paracetamol 


Analgesics 


22MAY2020 
19:30 


22MAY2020 
19:30 


Oral 


500 mg 


Flu-L ke Symptoms 











Paracetamol 





Paracetamol 





Analgesics 





22MAY2020 
23:00 





22MAY2020 
23:00 








Oral 





500 mg 








Flu-L ke Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route Indication 





10085 Paracetamol Paracetamol Analgesics 23MAY2020 | 23MAY2020 Oral Flu-L ke Symptoms 
11:00 11:00 


10089 MCP Supp Metoclopramide Drugs For 20MAY2020 | 20OMAY2020 Rectal Flu Like Symptoms 
Hydrochloride Functional 19:47 19:47 (Headache, 
Gastrointestinal Nausea); 
Disorders Intermittend 
Vomiting 








ben-u-ron 1000 | Paracetamol Analgesics 21MAY2020 | 21MAY2020 Rectal Flu Like Symptoms 
10:00 10:00 mg (Headache, 
Nausea) 





ben-u-ron Paracetamol Analgesics 20MAY2020 | 20MAY2020 Rectal | 1000 Flu Like Symptoms 
1000mg 13:01 13:01 mg (Headache, 
Nausea) 





10093 Paracetamol Paracetamol Analgesics 21MAY2020 | 21MAY2020 Oral 500 mg Flu-L ke Symptoms 
500 14:00 14:00 









































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 40 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049562 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





10096 


Paracetamol 


Paracetamol 


Analgesics 


20MAY2020 
10:00 


20MAY2020 
20:00 


Flu Like Symptoms 
(Arthralgia, 
Myalgia, Chills, 
Malaise, Elevated 
Body Temperature) 





Paracetamol 


Paracetamol 


Analgesics 


23MAY2020 
1:13 


23MAY2020 
1:13 


Oral 


500 mg 


Flu-L ke Symptoms 





Paracetamol 


Paracetamol 


Analgesics 


23MAY2020 
15:18 


23MAY2020 
15:18 


Oral 


500 mg 


Flu-L ke Symptoms 








Paracetamol 
500 


Paracetamol 


Analgesics 


20MAY2020 
19:22 


20MAY2020 
21:30 


Oral 


500 mg 


Flu-L ke Symptoms 











Paracetamol 
500 





Paracetamol 





Analgesics 





21MAY2020 
22:00 





21MAY2020 
22:00 








Oral 





500 mg 








Flu-L ke Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10274 


Paracetamol 
Tol 


Paracetamol 


Analgesics 


17SEP2020 
15:10 


18SEP2020 
7:50 


Oral 


500 mg 


Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


27AUG2020 
11:30 


27AUG2020 
11:30 


Oral 


500 mg 


Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


27AUG2020 
17:00 


27AUG2020 
17:00 


Oral 


500 mg 


Headache 








Paracetamol 
Supp 


Paracetamol 


Analgesics 


21AUG2020 
4:40 


21AUG2020 
4:41 


Rectal 


1000 
mg 


Headache 











Paracetamol 
Supp 





Paracetamol 





Analgesics 





22AUG2020 
3:30 





22AUG2020 
3:30 








Rectal 





1000 
mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10282 


Paracetamol 
Tabl. 


Paracetamol 


Analgesics 


10SEP2020 
16:00 


11SEP2020 
2:00 


Oral 


500 mg 


Headache 





10286 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


26AUG2020 
12:15 


26AUG2020 
12:15 


Oral 


500 mg 


Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


04SEP2020 
21:00 


04SEP2020 
21:00 


Oral 


500 mg 


Migraine 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


030CT2020 
23:00 


030CT2020 
23:00 


Oral 


500 mg 


Headache (Diary) 





10288 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





26AUG2020 
23:00 





26AUG2020 
23:01 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 





10288 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


15SEP2020 
21:00 


15SEP2020 
21:01 


Oral 


500 mg 


Chills 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


15SEP2020 
22:00 


15SEP2020 
22:01 


Oral 


500 mg 


Chills 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


16SEP2020 
10:00 


16SEP2020 
10:01 


Oral 


500 mg 


Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


17SEP2020 
15:00 


17SEP2020 
15:01 


Oral 


1000 
mg 


Headache 





10289 











ASS 100 Tbl. 





Acetylsalicylic Acid 





Antithrombotic 
Agents 





2017 











Oral 





100 mg 








Prophylaxis 
(Carotisstenose) 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 


10289 Omega 3 Kps. | Salmon Oil Lipid Modifying 2017 Prophylaxis 
1500 mg Agents (Carotisstenose) 








Paracetamol Paracetamol Analgesics 17SEP2020 | 17SEP2020 Oral Headache 
Tbl 17:00 17:00 


Paracetamol Paracetamol Analgesics 18SEP2020 | 18SEP2020 Oral Fever 
Tbl 10:30 10:30 


Paracetamol Paracetamol Analgesics 10SEP2020 | 10SEP2020 Oral Headache (See 
13:00 13:00 Diary) 


Paracetamol Paracetamol Analgesics 010CT2020 | 010CT2020 Oral 500 mg Headache (See 
2:00 2:00 Diary) 


















































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 45 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





20211 


Paracetamol 


Paracetamol 


Analgesics 


010CT2020 
3:00 


010CT2020 
3:00 


500 mg 


Systemic Reaction 
(Diary) 





20220 


Paracetamol 


Paracetamol 


Analgesics 


O9SEP2020 
13:30 


O9SEP2020 
13:30 


250 mg 


Increased Body 
Temperature 





Paracetamol 


Paracetamol 


Analgesics 


O9SEP2020 
21:00 


O9SEP2020 
21:00 


250 mg 


Increased Body 
Temperature 








Paracetamol 


Paracetamol 


Analgesics 


12SEP2020 
2:15 


12SEP2020 
2:15 


500 mg 


Headache (Diary) 











Paracetamol 





Paracetamol 





Analgesics 





030CT2020 
6:40 





030CT2020 
6:40 











500 mg 








Headache, 
Myalgia, Arthralgia 
(Diary) 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049568 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b1 


Indication 





20227 


Paracetamol 


Paracetamol 


Analgesics 


030CT2020 
15:00 


030CT2020 
15:00 


Headache, 
Myalgia, Arthralgia 
(Diary) 





Paracetamol 


Paracetamol 


Analgesics 


030CT2020 
20:00 


030CT2020 
20:00 


Headache, 
Arthralgia, Myalgia 
(Diary) 





Paracetamol 


Paracetamol 


Analgesics 


040CT2020 
10:20 


040CT2020 
10:20 


Headache (Diary)+ 
Abdominal Pain 
(Diary) 








Novalgin 


Metamizole Sodium 


Analgesics 


21SEP2020 
2:15 


23SEP2020 
8:30 


Pain Left Costal 
Arch And Shoulder 











paracetamol 





Paracetamol 





Analgesics 





10SEP2020 
21:45 





10SEP2020 
21:45 

















Headache, Chills, 
Increased 
Temperature (See 
Diary) 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 47 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





20242 


paracetamol 


Paracetamol 


Analgesics 


19SEP2020 
20:15 


19SEP2020 
20:15 


500 mg 


Pain Left Costal 
Arch And Shoulder 





paracetamol 


Paracetamol 


Analgesics 


20SEP2020 
3:00 


20SEP2020 
3:00 


500 mg 


Left Costal Arch 
And Shoulder 








Paracetamol 


Paracetamol 


Analgesics 


26SEP2020 
9:00 


26SEP2020 
9:00 


500 mg 


Headache 





Paracetamol 


Paracetamol 


Analgesics 


160CT2020 
20:00 


170CT2020 
10:00 


500 mg 


Diary Part 3 
Headache + 
Muscle Pain 











Paracetamol 





Paracetamol 





Analgesics 





170CT2020 
14:30 





170CT2020 
14:30 








Rectal 





1000 
mg 








Diary Part 3 
Muscle Pain 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





10352 


Paracetamol 
500 


Paracetamol 


Analgesics 


140CT2020 
16:30 


140CT2020 
16:30 


1 Tablet 


Systemic Reaction 
See Diary Page 
10+12 





Ibuprofen Tbl. 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


24SEP2020 
12:10 


24SEP2020 
12:10 


400 mg 


Backpain 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


22SEP2020 
16:00 


24SEP2020 
4:00 


500 mg 


Headache; 
Backpain 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


130CT2020 
19:00 


150CT2020 
20:00 


500 mg 


Systemic 
Reactions See 
Diary Page 














Calcium Tbl 
500mg 





Calcium 





Mineral 
Supplements 





2011 














1 Tablet 








Prophylaxis 
Against 
Osteoporosis 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


Route 


Dose 


BNT162b1 


Indication 








10358 


Magnesium 
250mg Tbl 


Magnesium 


Mineral 
Supplements 


1987 


Oral 


1 Tablet 


Muscle Cramps 





Pantoprazol 
20mg 


Pantoprazole 


Drugs For Acid 
Related Disorders 


070CT2020 
7:00 


070CT2020 
7:00 


Oral 


20 mg 


Heart Burn 





Pantoprazol 
Tab. 


Pantoprazole 


Drugs For Acid 
Related Disorders 


150CT2020 
6:00 


200CT2020 
18:30 


Oral 


20 mg 


Stomach Pain 





Paracetamol 
500mg 


Paracetamol 


Analgesics 


060CT2020 
15:00 


060CT2020 
15:00 


Oral 


500 mg 


Common Cold 











Paracetamol 
Tabl. 500 mg 





Paracetamol 


Analgesics 








160CT2020 
11:00 





200CT2020 
18:30 








Oral 





500 mg 








Flue Like 
Symptoms 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route Indication 





10361 Paracetamol Paracetamol Analgesics 26SEP2020 | 26SEP2020 Oral Headache 
6:30 11:30 


Paracetamol Paracetamol Analgesics 160CT2020 | 170CT2020 Oral Diary Part 3 
17:10 22:40 Headache 








ASS 100 Acetylsalicylic Acid Antithrombotic 2010 Oral Prophylaxis 
Agents 





Estramon TTS | Estradiol Sex Hormones 2005 Transde Hormonal 

50 And Modulators rmal Replacement 
Of The Genital Therapy 
System 





Famenita 100 Progesterone Sex Hormones Hormonal 
And Modulators Replacement 
Of The Genital Therapy 
System 









































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 51 of 52) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-1: Listing of concomitant medication - BNT162b1 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b1 


Indication 





10365 





Ibuprofen 
600mg Tbl 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


2018 


1 Tablet 


Medical History: 
Intermittent Pain 
Due To 
Polyarthrosis 





Paracetamol 
500mg 


Paracetamol 


Analgesics 


150CT2020 
6:00 


150CT2020 
6:00 


Oral 


1000 
mg 


Headache (See 
Diary Page 11) 





Paracetamol 
Tol 


Paracetamol 


Analgesics 


030CT2020 
23:00 


030CT2020 
23:00 


Oral 


500 mg 


Ear Pain Right 





Paracetamol 
Tol 


Paracetamol 


Analgesics 


040CT2020 
22:30 


040CT2020 
22:30 


Oral 


500 mg 


Ear Pain Right 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





24SEP2020 
6:30 





24SEP2020 
6:30 








Oral 





1000 
mg 








Headache 





090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 52 of 52) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10015 


29APR2020 23:00 


Yes 


Moderate 





30APR2020 23:00 


No 





01MAY2020 20:00 


No 





O2MAY2020 20:00 


No 





O3MAY2020 20:00 


No 





O04MAY2020 20:00 


No 





O5MAY2020 20:00 


No 





20MAY2020 23:00 





21MAY2020 23:00 





22MAY2020 23:00 





23MAY2020 23:00 





24MAY2020 23:00 





25MAY2020 23:00 





26MAY2020 23:00 








29APR2020 


Moderate 





30APR2020 20:00 





01MAY2020 20:00 














O2MAY2020 20:00 











Program: Lsaf_locR_2.sas (Page 1 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10018 


4 


O3MAY2020 21:00 


No 





O4MAY2020 20:00 


No 





O5MAY2020 20:00 


No 





20MAY2020 23:00 





21MAY2020 23:00 





22MAY2020 23:00 





23MAY2020 22:00 





24MAY2020 22:00 





25MAY2020 23:00 





26MAY2020 22:30 








O5MAY2020 20:00 





O6MAY2020 20:00 





O7MAY2020 20:00 





O8MAY2020 20:00 





O9MAY2020 20:00 





10MAY2020 20:00 





11MAY2020 20:00 














26MAY2020 20:00 











Program: Lsaf_locR_2.sas (Page 2 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049576 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10023 


22 


1 


27MAY2020 20:00 


No 





23 


28MAY2020 20:00 


No 





24 


29MAY2020 20:00 


No 





30MAY2020 20:00 


No 





31MAY2020 20:00 


No 





01JUN2020 20:00 


No 








O5MAY2020 20:45 


No 





O6MAY2020 21:00 


No 





O7MAY2020 20:55 


No 





O8MAY2020 23:05 


No 





O9MAY2020 22:00 


No 





1O0MAY2020 22:00 


No 





11MAY2020 22:00 


No 





26MAY2020 22:00 





27MAY2020 22:00 





28MAY2020 21:00 





29MAY2020 22:00 














3O0MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 66 





FDA-CBER-2021-5683-0049577 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10025 


26 


5 


31MAY2020 12:00 


No 





6 


01JUN2020 21:30 


No 





O5MAY2020 20:00 





O6MAY2020 20:00 





O7MAY2020 20:00 





O8MAY2020 20:00 





O9MAY2020 20:00 





10MAY2020 20:00 





11MAY2020 20:00 





26MAY2020 21:00 





27MAY2020 20:00 





28MAY2020 20:00 





29MAY2020 20:30 





30MAY2020 20:00 





31MAY2020 20:00 





01JUN2020 20:00 








O8MAY2020 18:00 














O9MAY2020 18:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049578 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10036 


2 


1OMAY2020 18:15 


No 





11MAY2020 18:00 


No 





12MAY2020 18:20 


No 





13MAY2020 18:00 


No 





14MAY2020 18:10 


No 





15MAY2020 17:05 


No 





29MAY2020 18:05 


No 





3SO0MAY2020 18:00 


No 





31MAY2020 18:00 


No 





01JUN2020 18:00 


No 





02JUN2020 18:00 


No 





03JUN2020 18:00 


No 








O8MAY2020 20:31 





O9MAY2020 21:20 





1OMAY2020 21:28 





11MAY2020 21:15 





12MAY2020 21:30 














13MAY2020 21:48 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049579 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 


10040 


6 


14MAY2020 21:40 


No 





21 


29MAY2020 22:10 


No 





22 


SO0MAY2020 21:18 


Severe 





23 


31MAY2020 21:04 


Severe 





24 


01JUN2020 21:10 


Moderate 





02JUN2020 21:00 


Severe 





03JUN2020 21:15 


Moderate 








O8MAY2020 20:25 


Mild 





O9MAY2020 21:20 


Mild 





1OMAY2020 21:28 





11MAY2020 21:15 





12MAY2020 21:30 





13MAY2020 21:48 





14MAY2020 21:40 





29MAY2020 22:10 


Severe 





SOMAY2020 21:18 


Severe 





31MAY2020 21:04 


Moderate 














01JUN2020 21:13 








Mild 





Program: Lsaf_locR_2.sas 


(Page 6 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049580 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10041 


25 


4 


02JUN2020 21:30 


No 





5 


03JUN2020 21:35 


No 





O8MAY2020 22:00 


No 





O9MAY2020 22:00 


No 





1O0MAY2020 22:00 


No 





11MAY2020 22:00 


No 





12MAY2020 22:00 


No 





13MAY2020 22:00 


No 





14MAY2020 22:00 


No 





29MAY2020 22:00 


No 





30MAY2020 22:00 


No 





31MAY2020 22:00 


No 





01JUN2020 22:00 


No 





02JUN2020 22:00 


No 





03JUN2020 22:00 


No 








O5MAY2020 20:30 


No 





O6MAY2020 19:30 


No 














O7MAY2020 20:20 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049581 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10045 


3 


O8MAY2020 20:05 


No 





O9MAY2020 20:35 


No 





1O0MAY2020 19:45 


No 





11MAY2020 20:00 


No 





12MAY2020 19:00 


No 





27MAY2020 20:20 


No 





28MAY2020 20:10 


No 





29MAY2020 20:15 


No 





3O0MAY2020 20:30 


No 





31MAY2020 20:00 


No 





01JUN2020 20:10 


No 








O8MAY2020 20:06 


No 





O9MAY2020 20:01 


No 





10MAY2020 20:03 


No 





11MAY2020 20:11 


No 





12MAY2020 19:59 


No 





13MAY2020 20:00 


No 














14MAY2020 20:04 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049582 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10048 


21 


29MAY2020 20:00 


No 





22 


30MAY2020 20:11 


No 





23 


31MAY2020 20:03 


No 





24 


01JUN2020 19:57 


No 





02JUN2020 20:00 


No 





03JUN2020 20:01 


No 








O8MAY2020 23:00 





O9MAY2020 23:10 





1OMAY2020 23:12 





11MAY2020 23:00 





12MAY2020 23:14 





13MAY2020 23:40 





14MAY2020 23:25 





29MAY2020 23:58 





SO0MAY2020 23:44 





31MAY2020 23:55 





01JUN2020 23:40 














02JUN2020 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049583 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10170 


31JUL2020 20:00 


Yes 


Mild 





01AUG2020 20:05 


Yes 


Mild 





02AUG2020 20:03 


No 





03AUG2020 20:04 


No 





04AUG2020 20:02 


No 





05AUG2020 20:01 


No 





06AUG2020 20:03 


No 





07AUG2020 8:30 


No 





21AUG2020 20:04 





22AUG2020 20:01 





23AUG2020 20:02 





24AUG2020 20:07 





25AUG2020 20:09 





26AUG2020 20:05 





27AUG2020 20:06 








22JUL2020 21:15 





23JUL2020 21:45 














24JUL2020 21:30 











Program: Lsaf_locR_2.sas (Page 10 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049584 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10194 


3 


25JUL2020 22:15 


No 





4 


26JUL2020 21:45 


No 





27JUL2020 21:45 


No 





28JUL2020 21:30 


No 





12AUG2020 22:15 





13AUG2020 21:45 





14AUG2020 22:00 





15AUG2020 22:15 





16AUG2020 21:30 





17AUG2020 22:00 








22JUL2020 21:55 





23JUL2020 23:10 





24JUL2020 22:30 





25JUL2020 23:05 





26JUL2020 23:10 





27JUL2020 22:14 





28JUL2020 23:38 














11AUG2020 21:48 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049585 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10198 


21 


12AUG2020 22:30 


No 





22 


13AUG2020 21:05 


No 





23 


14AUG2020 22:10 


No 





24 


15AUG2020 23:05 


No 





25 


16AUG2020 22:32 


No 





17AUG2020 22:45 


No 





18AUG2020 21:45 


No 








22JUL2020 18:30 


No 





23JUL2020 22:05 


No 





24JUL2020 21:00 


No 





25JUL2020 20:50 


No 





26JUL2020 21:00 


No 





27JUL2020 20:55 


No 





28JUL2020 21:00 


No 





12AUG2020 21:00 


No 





13AUG2020 20:58 


No 





14AUG2020 21:01 


No 














15AUG2020 21:05 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049586 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10200 


25 


4 


16AUG2020 21:03 


No 





5 


17AUG2020 21:00 


No 





22JUL2020 22:05 


No 





23JUL2020 21:45 


No 





24JUL2020 21:50 


No 





25JUL2020 23:15 


No 





26JUL2020 22:45 


No 





27JUL2020 21:45 


No 





28JUL2020 21:55 


No 





12AUG2020 21:45 





13AUG2020 22:00 





14AUG2020 22:15 





15AUG2020 22:30 





16AUG2020 21:30 





17AUG2020 21:40 








22JUL2020 22:00 





23JUL2020 22:00 














24JUL2020 22:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049587 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10209 


3 


25JUL2020 21:50 


No 





4 


26JUL2020 22:00 


No 





27JUL2020 22:00 


No 





28JUL2020 21:45 


No 





12AUG2020 22:00 


No 





13AUG2020 21:50 


No 





14AUG2020 22:05 


No 





15AUG2020 22:00 


No 





16AUG2020 21:55 


No 





17AUG2020 22:05 


No 








22JUL2020 20:30 





23JUL2020 21:30 





24JUL2020 20:30 





25JUL2020 20:45 





26JUL2020 20:40 





27JUL2020 20:45 





28JUL2020 20:35 














12AUG2020 21:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049588 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10212 


22 


1 


13AUG2020 20:00 


Yes 


Mild 





23 


14AUG2020 20:00 


Yes 


Mild 





15AUG2020 22:30 


Yes 


Mild 





16AUG2020 21:00 


Yes 


Mild 





2 
3 
4 
5 


17AUG2020 


Yes 


Mild 








31JUL2020 20:00 


No 





01AUG2020 20:00 


No 





02AUG2020 20:00 


No 





03AUG2020 20:00 


No 





04AUG2020 20:00 


No 





05AUG2020 20:00 


No 





06AUG2020 20:00 


No 





07AUG2020 7:34 


No 





21AUG2020 20:00 


No 





22AUG2020 20:00 


No 





23AUG2020 20:00 


No 





24AUG2020 20:00 


No 














25AUG2020 20:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049589 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10221 


26 


5 


26AUG2020 20:00 


No 





6 


27AUG2020 20:00 


No 








31JUL2020 18:00 


No 





01AUG2020 17:00 


No 





02AUG2020 17:30 


No 





03AUG2020 17:00 


No 





04AUG2020 18:00 


No 





05AUG2020 18:00 


No 





06AUG2020 19:00 


No 





07AUG2020 7:47 


No 





21AUG2020 19:30 


No 





22AUG2020 19:30 


No 





23AUG2020 20:00 


No 





24AUG2020 19:00 


No 





25AUG2020 19:00 


No 





26AUG2020 20:00 


No 





27AUG2020 20:30 


No 














28AUG2020 6:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049590 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10225 


31JUL2020 20:15 


No 





01AUG2020 20:08 


No 





02AUG2020 19:50 


No 





03AUG2020 20:06 


No 





04AUG2020 20:01 


No 





05AUG2020 20:04 


No 





06AUG2020 19:57 


No 





07AUG2020 7:57 


No 





21AUG2020 19:45 


No 





22AUG2020 20:00 


No 





23AUG2020 19:50 


No 





24AUG2020 20:00 


No 





25AUG2020 20:05 


No 





26AUG2020 19:55 


No 





27AUG2020 20:00 


No 








31JUL2020 20:00 


Mild 





01AUG2020 20:00 


Moderate 














02AUG2020 20:00 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049591 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10226 


3 


03AUG2020 20:00 


Yes 


Mild 





04AUG2020 20:00 


No 





05AUG2020 20:00 


No 





06AUG2020 20:00 


No 





07AUG2020 8:11 


No 





21AUG2020 20:00 


Moderate 





22AUG2020 20:00 


Moderate 





23AUG2020 20:00 


Mild 





24AUG2020 20:00 


Mild 





25AUG2020 20:00 





26AUG2020 20:00 





27AUG2020 20:00 





28AUG2020 8:00 








31JUL2020 18:00 





01AUG2020 18:00 





02AUG2020 18:00 





03AUG2020 18:00 














04AUG2020 18:00 











Program: Lsaf_locR_2.sas (Page 18 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049592 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10001 


0 


24APR2020 20:00 


No 





=e 


25APR2020 20:00 


No 





26APR2020 20:03 


No 





27APR2020 19:58 


No 





28APR2020 20:00 


No 





29APR2020 20:00 


No 





30APR2020 19:59 


No 





01MAY2020 20:00 


No 





3 ug Younger 





05AUG2020 18:00 


No 





06AUG2020 18:00 


No 





NN} Oo] as; n| Oo] oa] BR] Ww] Pp 


07AUG2020 8:30 


No 





ye) 
= 


21AUG2020 20:00 


No 





in) 
ine) 


22AUG2020 20:00 


No 





ne) 
wo 


23AUG2020 20:00 


No 





Po 
KR 


24AUG2020 20:00 


No 





ie) 
oa 


25AUG2020 20:00 


No 





ye) 
(o>) 


26AUG2020 20:00 


No 








27 








27AUG2020 20:00 





No 








Program: Lsaf_locR_2.sas (Page 19 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049593 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10001 


8 


O2MAY2020 20:00 


No 





21 


15MAY2020 20:00 


Mild 





22 


16MAY2020 20:00 





23 


17MAY2020 20:01 





24 


18MAY2020 20:00 





19MAY2020 20:00 





20MAY2020 20:00 





21MAY2020 20:00 








28APR2020 19:15 





29APR2020 19:10 





30APR2020 19:15 





01MAY2020 19:15 





O2MAY2020 19:10 





O3MAY2020 19:05 





O4MAY2020 19:00 





O5MAY2020 19:00 





19MAY2020 20:35 














20MAY2020 20:25 











Program: Lsaf_locR_2.sas (Page 20 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049594 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10003 


23 


2 


21MAY2020 20:30 


Yes 


Mild 





24 


22MAY2020 20:15 


Yes 


Mild 





25 


23MAY2020 20:20 


Yes 


Mild 





26 


24MAY2020 20:25 


Yes 


Mild 





25MAY2020 20:10 


Yes 


Mild 





3 
4 
5 
6 
7 


26MAY2020 20:15 


Yes 


Mild 








24APR2020 22:15 


Yes 


Mild 





25APR2020 21:00 


Yes 


Mild 





26APR2020 21:45 


No 





27APR2020 22:05 


No 





28APR2020 21:50 


No 





29APR2020 15:30 


No 





30APR2020 22:15 


No 





01MAY2020 21:50 


No 





O2MAY2020 19:50 


No 





15MAY2020 21:30 





16MAY2020 22:15 














17MAY2020 23:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049595 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10004 


24 


18MAY2020 23:00 


Yes 


Mild 





19MAY2020 22:45 


No 





20MAY2020 22:50 


No 





21MAY2020 20:42 


No 








24APR2020 21:00 


Moderate 





25APR2020 19:30 


Moderate 





26APR2020 20:30 





27APR2020 20:30 





28APR2020 19:45 





29APR2020 20:00 





30APR2020 19:30 





01MAY2020 19:30 





O2MAY2020 20:00 





15MAY2020 19:00 





16MAY2020 19:00 





17MAY2020 19:00 





18MAY2020 19:00 














19MAY2020 19:00 











Program: Lsaf_locR_2.sas (Page 22 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049596 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10005 


26 


5 


20MAY2020 19:00 


No 





21MAY2020 19:00 


No 





22MAY2020 19:00 


No 





6 
7 
8 


23MAY2020 


No 








28APR2020 22:00 


No 





29APR2020 22:00 





30APR2020 22:00 





01MAY2020 22:00 





O2MAY2020 22:00 





O3MAY2020 22:05 





O4MAY2020 22:00 





O5MAY2020 22:00 





O6MAY2020 22:00 





19MAY2020 22:00 





20MAY2020 22:00 





21MAY2020 22:00 





22MAY2020 22:00 














23MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049597 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10006 


26 


5 


24MAY2020 22:00 


No 





6 


25MAY2020 22:00 


No 





7 


26MAY2020 22:00 


No 








23APR2020 20:00 





24APR2020 9:10 





25APR2020 9:00 





26APR2020 20:00 





27APR2020 20:00 





28APR2020 20:00 





29APR2020 20:00 





14MAY2020 


Moderate 





15MAY2020 20:00 


Moderate 





16MAY2020 20:00 


Mild 





17MAY2020 20:00 


Mild 





18MAY2020 20:00 


Mild 





19MAY2020 20:00 





20MAY2020 21:00 














21MAY2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049598 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10007 


8 


22MAY2020 


No 





10008 


28APR2020 22:00 


Moderate 





29APR2020 22:00 


Mild 





30APR2020 22:00 





01MAY2020 22:00 





O2MAY2020 22:00 





O3MAY2020 22:00 





O4MAY2020 22:00 





O5MAY2020 0:00 





19MAY2020 22:00 





20MAY2020 22:00 





21MAY2020 22:00 





22MAY2020 22:00 





23MAY2020 22:00 





24MAY2020 22:00 





25MAY2020 22:00 





26MAY2020 22:00 





10009 














28APR2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049599 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10009 


29APR2020 20:30 


Yes 


Mild 





30APR2020 20:00 


Yes 


Mild 





01MAY2020 20:00 


No 





O2MAY2020 20:00 


No 





O3MAY2020 20:00 


No 





O04MAY2020 20:00 


No 





O5MAY2020 20:00 


No 





O6MAY2020 20:00 


No 





19MAY2020 22:00 





20MAY2020 19:00 





21MAY2020 19:00 





22MAY2020 19:00 





23MAY2020 22:00 





24MAY2020 23:00 





25MAY2020 22:00 





26MAY2020 22:00 








24APR2020 18:15 














25APR2020 18:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049600 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





10 ug Younger | 10010 26APR2020 18:15 Yes Moderate 
27APR2020 18:15 Yes Moderate 
28APR2020 18:30 Yes Moderate 
29APR2020 18:30 Yes Moderate 
30APR2020 18:15 Yes Mild 

O1MAY2020 18:45 Yes Mild 

O2MAY2020 19:00 Yes Mild 

25APR2020 6:30 Yes Mild 

26APR2020 6:15 Yes Mild 

27APR2020 6:05 No 
28APR2020 6:20 No 
29APR2020 6:10 No 
30APR2020 6:05 No 
O1MAY2020 9:00 No 
O2MAY2020 9:30 No 
15MAY2020 22:00 
16MAY2020 22:00 





















































17MAY2020 22:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049601 


Page 90 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10011 


24 


3 


18MAY2020 23:00 


No 





25 


19MAY2020 22:30 


No 





20MAY2020 21:45 


No 





21MAY2020 22:10 


No 





4 
5 
6 
¢ 


22MAY2020 7:15 


No 








28APR2020 22:00 


Moderate 





29APR2020 20:43 


Moderate 





30APR2020 21:55 





01MAY2020 22:07 





O2MAY2020 22:43 





O3MAY2020 22:00 





O4MAY2020 22:00 





O5MAY2020 22:00 





19MAY2020 22:00 





20MAY2020 21:47 





21MAY2020 21:39 





22MAY2020 23:00 














23MAY2020 22:43 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049602 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10017 


26 


5 


24MAY2020 22:32 


No 





6 


25MAY2020 22:55 


No 





7 


26MAY2020 21:43 


No 








28APR2020 20:10 


No 





29APR2020 20:20 


No 





30APR2020 20:40 


No 





01MAY2020 19:50 


No 





O2MAY2020 20:45 


No 





O3MAY2020 19:55 


No 





O4MAY2020 19:10 


No 





O5MAY2020 6:30 


No 





19MAY2020 20:10 


No 





20MAY2020 18:05 


No 





21MAY2020 19:55 


No 





22MAY2020 19:10 


No 





23MAY2020 18:35 


No 





24MAY2020 19:15 


No 














25MAY2020 19:50 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049603 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





10 ug Younger | 10019 28 7 26MAY2020 18:40 No 
8 27MAY2020 7:05 No 
20 ug Younger 16JUL2020 18:00 
17JUL2020 20:00 
18JUL2020 20:00 
19JUL2020 20:00 
20JUL2020 20:00 
21JUL2020 20:00 
22JUL2020 20:00 
06AUG2020 22:00 
07AUG2020 22:00 
08AUG2020 22:00 
09AUG2020 22:00 
10AUG2020 22:00 
11AUG2020 22:00 
12AUG2020 22:00 
13AUG2020 9:00 
10171 16JUL2020 17:40 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049604 


Page 93 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10171 


17JUL2020 20:28 


Yes 


Mild 





18JUL2020 20:10 


Yes 


Mild 





19JUL2020 21:07 


Yes 


Mild 





20JUL2020 21:51 


No 





21JUL2020 20:48 


No 





22JUL2020 21:19 


No 





06AUG2020 20:22 


Moderate 





07AUG2020 20:10 


Mild 





08AUG2020 20:06 


Mild 





09AUG2020 19:40 


Mild 





10AUG2020 20:13 


Mild 





11AUG2020 20:08 





12AUG2020 20:45 








16JUL2020 20:15 


Moderate 





17JUL2020 20:22 


Mild 





18JUL2020 20:40 





19JUL2020 20:15 














20JUL2020 20:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049605 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10172 


21JUL2020 20:15 


No 





22JUL2020 20:15 


No 





06AUG2020 19:50 


Moderate 





07AUG2020 22:00 





08AUG2020 21:50 





09AUG2020 22:30 





10AUG2020 21:20 





11AUG2020 21:10 





12AUG2020 20:50 








16JUL2020 21:18 





17JUL2020 16:00 





18JUL2020 9:30 





19JUL2020 22:00 





20JUL2020 8:40 





21JUL2020 8:30 





22JUL2020 21:30 





06AUG2020 22:00 


Moderate 














07AUG2020 14:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049606 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger 


10173 


23 


2 


08AUG2020 22:00 


Yes 


Mild 





24 


09AUG2020 13:00 


Yes 


Mild 





10AUG2020 22:00 


No 





11AUG2020 22:05 


No 





3 
4 
5 
6 


12AUG2020 22:20 


No 








16JUL2020 18:00 


No 





17JUL2020 17:54 





18JUL2020 18:18 





19JUL2020 18:09 





20JUL2020 18:31 





21JUL2020 18:24 





22JUL2020 18:07 





23JUL2020 7:39 





06AUG2020 21:00 





07AUG2020 21:08 





08AUG2020 21:01 





09AUG2020 20:21 














10AUG2020 21:00 











Program: Lsaf_locR_2.sas 


(Page 33 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049607 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





20 ug Younger | 10175 26 5 11AUG2020 20:48 No 
6 12AUG2020 21:05 No 
7 13AUG2020 5:46 No 
16JUL2020 21:00 
17JUL2020 20:30 
18JUL2020 21:00 
19JUL2020 20:00 
20JUL2020 19:30 
21JUL2020 20:00 
22JUL2020 21:00 
06AUG2020 22:00 
07AUG2020 22:00 
08AUG2020 21:00 
09AUG2020 22:00 
10AUG2020 19:00 
11AUG2020 20:00 
12AUG2020 20:30 
10178 16JUL2020 20:15 













































































Program: Lsaf_locR_2.sas (Page 34 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049608 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10178 


17JUL2020 20:00 


Yes 


Mild 





18JUL2020 20:20 


Yes 


Mild 





19JUL2020 19:40 


Yes 


Mild 





20JUL2020 20:00 


Yes 


Mild 





21JUL2020 19:50 


No 





22JUL2020 20:15 


No 





06AUG2020 19:40 





07AUG2020 19:00 





08AUG2020 19:30 





09AUG2020 19:30 





10AUG2020 20:00 





11AUG2020 19:45 





12AUG2020 19:30 





13AUG2020 9:00 








16JUL2020 21:00 





17JUL2020 21:00 





18JUL2020 21:00 














19JUL2020 21:00 











Program: Lsaf_locR_2.sas (Page 35 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 98 





FDA-CBER-2021-5683-0049609 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10179 


4 


20JUL2020 21:00 


No 





21JUL2020 21:00 


No 





22JUL2020 21:00 


No 





06AUG2020 21:00 





07AUG2020 21:00 





08AUG2020 21:00 





09AUG2020 21:00 





10AUG2020 21:00 





11AUG2020 21:00 





12AUG2020 21:00 





13AUG2020 10:00 








16JUL2020 20:15 


Moderate 





17JUL2020 20:45 


Moderate 





18JUL2020 20:45 


Mild 





19JUL2020 20:30 





20JUL2020 20:40 





21JUL2020 21:00 














22JUL2020 20:20 











Program: Lsaf_locR_2.sas (Page 36 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049610 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





20 ug Younger | 10181 21 06AUG2020 20:30 Yes Mild 
22 07AUG2020 21:10 Yes Mild 
23 08AUG2020 20:40 Yes Mild 
24 09AUG2020 20:25 No 
25 10AUG2020 20:45 No 
11AUG2020 21:00 No 
12AUG2020 20:50 No 
16JUL2020 19:31 
17JUL2020 20:24 
18JUL2020 18:37 
19JUL2020 19:55 
20JUL2020 20:01 
21JUL2020 19:40 
22JUL2020 18:35 
23JUL2020 9:30 
16JUL2020 20:30 Severe 
17JUL2020 0:00 Moderate 
18JUL2020 7:15 Mild 













































































Program: Lsaf_locR_2.sas (Page 37 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049611 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10183 


3 


19JUL2020 7:30 


No 





20JUL2020 7:30 


No 





21JUL2020 7:30 


No 





22JUL2020 7:30 


No 





23JUL2020 10:00 


No 





06AUG2020 18:30 





07AUG2020 20:10 





08AUG2020 20:45 





09AUG2020 21:00 





10AUG2020 21:05 





11AUG2020 20:50 





12AUG2020 21:15 





13AUG2020 8:30 








16JUL2020 20:30 


Moderate 





17JUL2020 20:30 


Severe 





18JUL2020 18:30 


Moderate 





19JUL2020 18:20 


Mild 














20JUL2020 18:00 





Mild 








Program: Lsaf_locR_2.sas (Page 38 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049612 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10197 


5 


21JUL2020 16:00 


No 





22JUL2020 21:00 


No 





23JUL2020 10:00 


No 





06AUG2020 22:00 


Mild 





07AUG2020 18:30 


Moderate 





08AUG2020 18:30 


Mild 





09AUG2020 18:00 


Mild 





10AUG2020 17:15 


Mild 





11AUG2020 18:00 





12AUG2020 16:00 





13AUG2020 8:15 





30 ug Younger 





29APR2020 


Severe 





30APR2020 


Mild 





01MAY2020 





O02MAY2020 





O3MAY2020 





O04MAY2020 














O5MAY2020 











Program: Lsaf_locR_2.sas (Page 39 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049613 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10016 


21 


20MAY2020 


Yes 


Mild 





22 


21MAY2020 


Yes 


Moderate 





23 


22MAY2020 


No 





24 


23MAY2020 


No 





25 


24MAY2020 





26 


25MAY2020 





26MAY2020 





27MAY2020 








29APR2020 19:50 





30APR2020 19:46 





01MAY2020 19:30 





O2MAY2020 19:45 





O3MAY2020 19:47 





O4MAY2020 19:48 





O5MAY2020 19:50 





20MAY2020 19:00 





21MAY2020 19:05 














22MAY2020 18:55 











Program: Lsaf_locR_2.sas (Page 40 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049614 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10020 


24 


3 


23MAY2020 19:00 


No 





25 


24MAY2020 19:02 


No 





25MAY2020 18:57 


No 





26MAY2020 19:00 


No 





4 
5 
6 
7 


27MAY2020 


No 








O5MAY2020 20:00 





O6MAY2020 20:00 





O07MAY2020 20:00 





O8MAY2020 20:00 





O9MAY2020 20:00 





1O0MAY2020 20:01 





11MAY2020 20:00 





26MAY2020 20:00 


Severe 





27MAY2020 20:00 


Moderate 





28MAY2020 20:00 


Moderate 





29MAY2020 20:00 





30MAY2020 20:00 














31MAY2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049615 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10021 


6 


01JUN2020 20:00 


No 





10028 


O7MAY2020 21:27 


Mild 





O8MAY2020 21:40 


Mild 





O9MAY2020 22:00 


Mild 





1O0MAY2020 22:00 


Mild 





11MAY2020 22:00 





12MAY2020 22:00 





13MAY2020 22:00 





14MAY2020 





28MAY2020 22:00 


Mild 





29MAY2020 22:00 


Moderate 





S3O0MAY2020 22:00 





31MAY2020 22:00 





01JUN2020 22:00 





02JUN2020 22:00 





03JUN2020 20:00 





04JUN2020 6:00 





10031 














O7MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049616 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10031 


O8MAY2020 22:00 


Yes 


Mild 





O9MAY2020 22:00 


Yes 


Mild 





1O0MAY2020 21:30 


No 





11MAY2020 22:00 


No 





12MAY2020 22:00 


No 





13MAY2020 22:00 


No 





28MAY2020 22:00 


Moderate 





29MAY2020 22:00 


Moderate 





SO0MAY2020 22:00 


Mild 





31MAY2020 22:00 


Mild 





01JUN2020 22:00 


Mild 





02JUN2020 22:00 





03JUN2020 22:00 





04JUN2020 9:11 








O5MAY2020 19:00 





O6MAY2020 18:33 





O7MAY2020 19:10 














O8MAY2020 20:02 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049617 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10032 


4 


O9MAY2020 19:10 


No 





1OMAY2020 18:35 


No 





11MAY2020 19:23 


No 





26MAY2020 19:20 


Mild 





27MAY2020 18:35 


Moderate 





28MAY2020 18:55 





29MAY2020 19:05 





S3O0MAY2020 19:09 





31MAY2020 20:05 





01JUN2020 18:55 








O5MAY2020 22:05 


Mild 





O6MAY2020 20:10 


Moderate 





O7MAY2020 20:10 


Mild 





O8MAY2020 12:15 


Mild 





O9MAY2020 20:00 


Moderate 





10MAY2020 20:00 


Moderate 





11MAY2020 20:10 


Mild 














26MAY2020 23:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049618 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10034 


22 


1 


27MAY2020 21:00 


Yes 


Moderate 





23 


28MAY2020 21:00 


Yes 


Mild 





24 


29MAY2020 21:00 


No 





30MAY2020 21:00 


No 





31MAY2020 21:00 


No 





01JUN2020 21:00 


No 








O5MAY2020 21:00 





O6MAY2020 21:00 





O7MAY2020 21:00 





O8MAY2020 21:00 





O9MAY2020 21:00 





1O0MAY2020 21:00 





11MAY2020 21:00 





26MAY2020 21:00 


Moderate 





27MAY2020 21:00 


Moderate 





28MAY2020 21:00 


Moderate 





29MAY2020 21:00 


Mild 














3O0MAY2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049619 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10037 


26 


5 


31MAY2020 21:00 


No 





6 


01JUN2020 21:00 


No 








O7MAY2020 21:00 


Moderate 





O8MAY2020 21:00 





O9MAY2020 21:00 





1O0MAY2020 21:00 





11MAY2020 21:00 





12MAY2020 21:00 





13MAY2020 21:00 





14MAY2020 21:00 





28MAY2020 21:00 





29MAY2020 21:00 





3O0MAY2020 21:00 





31MAY2020 21:00 





01JUN2020 21:00 





02JUN2020 21:00 





03JUN2020 21:00 














04JUN2020 8:30 











Program: Lsaf_locR_2.sas (Page 46 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049620 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10039 


No 





O7MAY2020 22:00 


Severe 





O8MAY2020 22:00 


Severe 





O9MAY2020 22:00 


Mild 





1O0MAY2020 22:00 





11MAY2020 22:00 





12MAY2020 22:00 





13MAY2020 22:00 





14MAY2020 22:00 





28MAY2020 22:00 


Severe 





29MAY2020 22:00 


Moderate 





S3O0MAY2020 22:00 


Mild 





31MAY2020 22:00 





01JUN2020 22:00 





02JUN2020 22:00 





03JUN2020 22:00 





04JUN2020 7:00 





10043 














O07MAY2020 20:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049621 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger 


10043 


O8MAY2020 20:00 


Yes 


Severe 





O9MAY2020 20:00 


Yes 


Moderate 





10MAY2020 20:00 


Yes 


Mild 





11MAY2020 20:00 


Yes 


Mild 





12MAY2020 20:00 


Yes 


Mild 





13MAY2020 20:00 


No 





28MAY2020 20:00 


Mild 





29MAY2020 20:00 


Moderate 





30MAY2020 20:00 


Mild 





31MAY2020 20:00 


Mild 





01JUN2020 20:00 





02JUN2020 20:00 








O7MAY2020 23:00 


Moderate 





O8MAY2020 23:45 


Mild 





O9MAY2020 23:45 


Mild 





10MAY2020 23:40 


Mild 





11MAY2020 0:30 














12MAY2020 0:15 











Program: Lsaf_locR_2.sas 


(Page 48 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049622 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10047 


6 


13MAY2020 0:30 


No 





21 


28MAY2020 23:55 


Moderate 





22 


29MAY2020 21:00 


Moderate 





23 


SO0MAY2020 23:55 


Mild 





24 


31MAY2020 22:00 


Mild 





25 


01JUN2020 23:55 





26 


02JUN2020 22:30 





03JUN2020 23:45 





04JUN2020 9:50 





50 ug Younger 





12MAY2020 19:30 


Moderate 





13MAY2020 13:00 


Mild 





14MAY2020 13:45 





15MAY2020 13:45 





16MAY2020 14:00 





17MAY2020 14:00 





18MAY2020 14:00 





02JUN2020 23:00 














O3JUN2020 7:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049623 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





50 ug Younger | 10049 23 2 04JUN2020 9:00 No 
24 3 O5JUN2020 9:00 No 
4 06JUN2020 11:00 No 
5 
6 











07JUN2020 11:00 No 
O8JUN2020 11:15 No 
15MAY2020 19:15 Moderate 
16MAY2020 19:43 Moderate 
17MAY2020 20:17 Moderate 
18MAY2020 20:00 Mild 
19MAY2020 21:20 Mild 
20MAY2020 19:25 Mild 
21MAY2020 20:13 Mild 
12MAY2020 20:00 Mild 
13MAY2020 20:00 Moderate 
14MAY2020 20:00 Mild 
15MAY2020 20:00 Mild 
16MAY2020 20:00 
17MAY2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10053 


6 


18MAY2020 20:00 


No 





21 


02JUN2020 20:00 


Mild 





22 


03JUN2020 20:00 


Mild 





23 


04JUN2020 20:00 





24 


05JUN2020 20:00 





O6JUN2020 20:00 





07JUN2020 20:00 





08JUN2020 20:00 








13MAY2020 17:30 





14MAY2020 21:30 





15MAY2020 22:00 





16MAY2020 23:40 





17MAY2020 20:38 





18MAY2020 22:21 





19MAY2020 20:08 





O03JUN2020 8:30 





04JUN2020 22:48 














05JUN2020 23:46 











Program: Lsaf_locR_2.sas (Page 51 of 93) 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10055 


24 


3 


O6JUN2020 23:26 


No 





4 


07JUN2020 22:02 


No 





5 


08JUN2020 23:40 


No 





13MAY2020 20:30 





14MAY2020 20:30 





15MAY2020 20:30 





16MAY2020 20:30 





17MAY2020 20:30 





18MAY2020 20:30 





19MAY2020 





03JUN2020 21:30 


Mild 





04JUN2020 21:30 


Moderate 





05JUN2020 21:30 


Mild 





O6JUN2020 21:30 


Mild 





07JUN2020 21:30 





08JUN2020 21:30 








15MAY2020 20:00 


Mild 














16MAY2020 20:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10057 


2 


17MAY2020 20:00 


No 





18MAY2020 20:00 


No 





19MAY2020 20:00 


No 





20MAY2020 20:00 


No 





21MAY2020 20:00 


No 





05JUN2020 20:38 


Severe 





O6JUN2020 17:30 


Mild 





07JUN2020 14:00 


Mild 





O08JUN2020 14:00 


Mild 





O9JUN2020 14:00 





10JUN2020 14:00 





11JUN2020 14:00 








13MAY2020 16:50 


Moderate 





14MAY2020 17:00 


Moderate 





15MAY2020 17:50 


Moderate 





16MAY2020 17:30 


Moderate 





17MAY2020 17:15 


Moderate 














18MAY2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10059 


6 


19MAY2020 22:00 


No 





21 


03JUN2020 11:50 


Moderate 





22 


04JUN2020 10:00 


Moderate 





23 


05JUN2020 18:00 


Moderate 





24 


O6JUN2020 17:00 


Moderate 





07JUN2020 20:00 


Moderate 





08JUN2020 14:20 


Mild 








13MAY2020 11:16 





14MAY2020 18:00 


Severe 





15MAY2020 18:00 





16MAY2020 18:00 





17MAY2020 18:00 





18MAY2020 18:00 





19MAY2020 18:05 





03JUN2020 10:00 





04JUN2020 6:00 





O05JUN2020 6:00 














O6JUN2020 6:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10060 


25 


4 


07JUN2020 6:00 


No 





5 


O8JUN2020 6:00 


No 





6 


O9JUN2020 6:03 


No 





15MAY2020 22:00 





16MAY2020 22:00 





17MAY2020 22:00 





18MAY2020 22:00 





19MAY2020 22:00 





20MAY2020 22:00 





21MAY2020 22:00 





05JUN2020 22:00 


Mild 





O6JUN2020 22:00 


Moderate 





07JUN2020 22:00 





08JUN2020 22:00 





O09JUN2020 22:00 





10JUN2020 22:00 





11JUN2020 22:00 





10068 














15MAY2020 22:30 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10068 


16MAY2020 23:00 


Yes 


Moderate 





17MAY2020 22:30 


Yes 


Moderate 





18MAY2020 23:00 


Yes 


Moderate 





19MAY2020 23:00 


Yes 


Moderate 





20MAY2020 23:30 


Yes 


Mild 





21MAY2020 23:00 


No 





05JUN2020 22:30 


Moderate 





O6JUN2020 22:00 


Moderate 





07JUN2020 22:30 


Moderate 





08JUN2020 23:00 


Moderate 





09JUN2020 23:00 


Mild 





10JUN2020 23:30 


Mild 





11JUN2020 23:00 


Mild 








15MAY2020 19:00 





16MAY2020 19:00 


Severe 





17MAY2020 19:00 


Moderate 





18MAY2020 19:15 


Moderate 














19MAY2020 19:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10070 


20MAY2020 19:00 


No 





21MAY2020 19:00 


No 





05JUN2020 19:00 





O6JUN2020 19:00 





07JUN2020 19:00 





08JUN2020 19:00 





O09JUN2020 19:00 





10JUN2020 19:00 





11JUN2020 19:15 








15MAY2020 22:15 





16MAY2020 22:00 





17MAY2020 22:20 





18MAY2020 21:37 





19MAY2020 22:30 





20MAY2020 22:14 





21MAY2020 21:53 





05JUN2020 22:23 














O6JUN2020 16:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger 


10073 


23 


2 


07JUN2020 22:46 


Yes 


Severe 





24 


08JUN2020 23:20 


Yes 


Moderate 





O9JUN2020 1:04 


Yes 


Mild 





10JUN2020 23:37 


No 





3 
4 
5 
6 


11JUN2020 23:06 


No 





60 ug Younger 


19MAY2020 21:55 


Moderate 





20MAY2020 21:54 


Moderate 





21MAY2020 21:55 


Mild 





22MAY2020 21:55 


Mild 





23MAY2020 21:55 





24MAY2020 21:55 





25MAY2020 21:55 





26MAY2020 21:55 





27MAY2020 21:55 








2 
3 
4 
5 
6 
7 
8 
0 


22MAY2020 22:05 


Severe 





ae 


23MAY2020 22:00 


Severe 





ye) 


24MAY2020 22:00 


Moderate 














25MAY2020 22:00 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10075 


4 


26MAY2020 22:00 


Yes 


Mild 





27MAY2020 22:30 


Yes 


Mild 





28MAY2020 22:00 


No 





29MAY2020 5:00 


No 





22MAY2020 22:00 





23MAY2020 22:00 





24MAY2020 21:52 





25MAY2020 22:07 





26MAY2020 22:15 





27MAY2020 22:05 





28MAY2020 21:58 








22MAY2020 23:15 


Mild 





23MAY2020 22:45 


Moderate 





24MAY2020 22:40 





25MAY2020 23:30 





26MAY2020 23:05 





27MAY2020 23:15 














28MAY2020 22:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10078 


21 


12JUN2020 22:45 


No 





22 


13JUN2020 23:05 


No 





23 


14JUN2020 23:15 


No 





24 


15JUN2020 22:50 


No 





25 


16JUN2020 22:55 


No 





17JUN2020 23:30 


No 





18JUN2020 22:55 


No 





20MAY2020 19:21 





21MAY2020 18:45 





22MAY2020 20:00 





23MAY2020 21:05 





24MAY2020 20:00 





25MAY2020 22:10 





26MAY2020 21:20 








22MAY2020 20:30 





23MAY2020 20:30 





24MAY2020 20:30 














25MAY2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10084 


4 


26MAY2020 20:30 


No 





27MAY2020 20:30 


No 





28MAY2020 20:30 


No 





22MAY2020 23:00 


Moderate 





23MAY2020 21:50 


Moderate 





24MAY2020 22:15 


Mild 





25MAY2020 22:00 





26MAY2020 21:45 





27MAY2020 20:00 





28MAY2020 22:00 





12JUN2020 21:30 





13JUN2020 20:45 





14JUN2020 21:00 





15JUN2020 20:00 





16JUN2020 20:15 





17JUN2020 21:00 





18JUN2020 14:30 





10089 














20MAY2020 22:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10089 


21MAY2020 22:00 


Yes 


Moderate 





22MAY2020 22:00 


Yes 


Mild 





23MAY2020 22:00 


Yes 


Mild 





24MAY2020 22:00 


No 





25MAY2020 22:00 


No 





26MAY2020 22:00 


No 





20MAY2020 19:00 





21MAY2020 18:45 





22MAY2020 20:05 





23MAY2020 21:45 





24MAY2020 20:20 





25MAY2020 19:00 





26MAY2020 21:00 








19MAY2020 22:49 





20MAY2020 19:30 





21MAY2020 19:00 





22MAY2020 20:00 














23MAY2020 23:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10096 


5 


24MAY2020 22:12 


No 





6 


25MAY2020 21:37 


No 





26MAY2020 21:30 


No 





27MAY2020 20:46 


No 





09JUN2020 23:30 


No 





10JUN2020 22:05 


No 





11JUN2020 22:35 


No 





12JUN2020 23:00 


No 





13JUN2020 22:40 


No 





14JUN2020 23:10 


No 





15JUN2020 23:45 


No 





16JUN2020 23:30 


No 








22MAY2020 20:48 


Moderate 





23MAY2020 15:18 


Mild 





24MAY2020 21:53 





25MAY2020 19:50 





26MAY2020 14:56 














27MAY2020 19:32 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10273 


27AUG2020 18:10 


No 





28AUG2020 18:10 


No 





29AUG2020 18:10 


No 





30AUG2020 18:10 


No 





31AUG2020 18:10 


No 





01SEP2020 18:10 


No 





02SEP2020 18:10 


No 





17SEP2020 18:30 


No 





18SEP2020 18:30 


No 





19SEP2020 18:30 


No 





60 ug Younger 


28MAY2020 21:03 


No 








20MAY2020 22:00 


Moderate 





21MAY2020 22:00 


Moderate 





22MAY2020 22:00 


Mild 





23MAY2020 23:00 


Mild 





24MAY2020 22:00 


Mild 





25MAY2020 22:00 














26MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10273 


24 


20SEP2020 18:30 


No 





21SEP2020 18:30 


No 





22SEP2020 18:30 


No 





23SEP2020 18:30 


No 








27AUG2020 20:45 


No 





28AUG2020 20:15 


No 





29AUG2020 20:30 


No 





30AUG2020 19:30 


No 





31AUG2020 19:45 


No 





01SEP2020 19:30 


No 





02SEP2020 20:45 


No 





17SEP2020 20:30 


No 





18SEP2020 20:00 





19SEP2020 21:00 





20SEP2020 19:45 





21SEP2020 20:15 





22SEP2020 20:00 














23SEP2020 19:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10282 


20AUG2020 18:50 


Yes 


Mild 





21AUG2020 19:00 


Yes 


Mild 





22AUG2020 19:00 





23AUG2020 19:00 





24AUG2020 19:00 





25AUG2020 19:00 





26AUG2020 19:00 





27AUG2020 





10SEP2020 16:00 





11SEP2020 18:00 





12SEP2020 19:00 





13SEP2020 19:00 





14SEP2020 19:00 





15SEP2020 19:00 





16SEP2020 19:00 





17SEP2020 7:00 








27AUG2020 21:00 














28AUG2020 21:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10283 


2 


29AUG2020 21:00 


No 





30AUG2020 21:05 


No 





31AUG2020 21:00 


No 





01SEP2020 19:30 


No 





02SEP2020 21:00 


No 





O3SEP2020 7:00 


No 





17SEP2020 21:00 





18SEP2020 21:00 





19SEP2020 21:00 





20SEP2020 21:00 





21SEP2020 21:00 





22SEP2020 21:00 





23SEP2020 21:00 








25AUG2020 18:30 





26AUG2020 18:30 





27AUG2020 18:30 





28AUG2020 18:30 














29AUG2020 18:30 











Program: Lsaf_locR_2.sas (Page 67 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049641 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10286 


30AUG2020 18:35 


No 





31AUG2020 18:20 


No 





15SEP2020 20:00 





16SEP2020 20:00 





17SEP2020 21:00 





18SEP2020 20:00 





19SEP2020 20:30 





20SEP2020 20:00 





21SEP2020 20:00 








25AUG2020 21:00 





26AUG2020 0:00 





27AUG2020 0:00 





28AUG2020 0:00 





29AUG2020 0:00 





30AUG2020 0:00 





31AUG2020 23:40 





15SEP2020 23:10 


Moderate 














16SEP2020 23:00 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049642 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10287 


23 


2 


17SEP2020 0:00 


Yes 


Mild 





24 


18SEP2020 1:20 


Yes 


Mild 





19SEP2020 1:15 


Yes 


Mild 





20SEP2020 1:05 


Yes 


Mild 





3 
4 
5 
6 


21SEP2020 1:05 


No 








25AUG2020 21:00 





26AUG2020 21:00 





27AUG2020 21:00 





28AUG2020 21:00 





29AUG2020 21:00 





30AUG2020 21:00 





31AUG2020 21:00 





15SEP2020 23:00 





16SEP2020 23:00 





17SEP2020 23:00 





18SEP2020 23:00 





19SEP2020 23:00 














20SEP2020 23:00 











Program: Lsaf_locR_2.sas (Page 69 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049643 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10288 


6 


21SEP2020 23:00 


Yes 


Mild 





10289 


20AUG2020 22:00 


No 





21AUG2020 22:20 


No 





22AUG2020 22:20 


No 





23AUG2020 22:30 


No 





24AUG2020 22:15 


No 





25AUG2020 22:15 


No 





26AUG2020 21:35 


No 





10SEP2020 22:30 


No 





11SEP2020 23:30 


No 





12SEP2020 23:00 


No 





13SEP2020 23:05 


No 





14SEP2020 23:30 


No 





15SEP2020 23:00 


No 





16SEP2020 22:30 


No 








25AUG2020 22:00 


No 





26AUG2020 21:00 


No 














27AUG2020 20:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049644 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10291 


3 


28AUG2020 20:00 


No 





4 


29AUG2020 22:00 


No 





30AUG2020 20:00 


No 





31AUG2020 20:00 


No 





15SEP2020 20:00 


No 





16SEP2020 20:00 


No 





17SEP2020 21:00 


No 





18SEP2020 21:00 


No 





19SEP2020 20:00 


No 





20SEP2020 20:00 


No 





21SEP2020 21:00 


No 








27AUG2020 21:05 


No 





28AUG2020 20:35 


No 





29AUG2020 20:45 


No 





30AUG2020 20:45 


No 





31AUG2020 20:30 


No 





01SEP2020 20:45 


No 














02SEP2020 20:45 





No 








Program: Lsaf_locR_2.sas (Page 71 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049645 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10292 


21 


17SEP2020 20:45 


No 





22 


18SEP2020 21:30 


No 





23 


19SEP2020 20:30 


No 





24 


20SEP2020 21:45 


No 





25 


21SEP2020 20:45 


No 





22SEP2020 20:30 


No 





23SEP2020 21:30 


No 








27AUG2020 20:15 





28AUG2020 20:08 





29AUG2020 20:10 





30AUG2020 20:16 





31AUG2020 20:18 





01SEP2020 20:12 





02SEP2020 20:20 





17SEP2020 1:00 


Moderate 





18SEP2020 10:00 


Moderate 





19SEP2020 16:00 


Mild 














20SEP2020 20:00 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049646 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10298 


25 


4 


21SEP2020 20:10 


Yes 


Mild 





5 


22SEP2020 20:05 


Yes 


Mild 





6 


23SEP2020 20:10 


Yes 


Mild 





27AUG2020 19:00 


Yes 


Mild 





28AUG2020 19:00 


Yes 


Mild 





29AUG2020 19:00 


No 





30AUG2020 19:00 


No 





31AUG2020 19:00 


No 





01SEP2020 19:30 


No 





02SEP2020 19:00 


No 





17SEP2020 


Moderate 





18SEP2020 10:00 


Moderate 





19SEP2020 10:00 


Moderate 





20SEP2020 10:00 


Mild 





21SEP2020 10:00 


Mild 





22SEP2020 10:30 


Mild 





23SEP2020 10:00 


Mild 





20 ug Older 20207 














O9SEP2020 20:30 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049647 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20207 


10SEP2020 20:00 


Yes 


Mild 





11SEP2020 19:45 


No 





12SEP2020 21:00 


No 





13SEP2020 20:00 


No 





14SEP2020 19:50 


No 





15SEP2020 9:24 


No 





30SEP2020 19:00 





010CT2020 20:00 





020CT2020 20:30 





030CT2020 19:30 





040CT2020 20:00 





050CT2020 19:00 





060CT2020 20:15 





070CT2020 7:26 








O8SEP2020 20:30 





O9SEP2020 20:30 





10SEP2020 20:30 














11SEP2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049648 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20211 


4 


12SEP2020 20:30 


No 





5 


13SEP2020 20:30 


No 





14SEP2020 20:30 


No 





15SEP2020 7:33 


No 





30SEP2020 19:30 





010CT2020 19:30 





020CT2020 19:30 





030CT2020 19:30 





040CT2020 19:30 





050CT2020 19:30 





060CT2020 7:00 








O8SEP2020 21:00 





O9SEP2020 21:00 





10SEP2020 21:00 





11SEP2020 21:00 





12SEP2020 21:00 





13SEP2020 21:00 














14SEP2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049649 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20220 


7 


15SEP2020 8:46 


No 





22 


30SEP2020 20:00 


Mild 





23 


010CT2020 21:00 


Mild 





24 


020CT2020 21:00 


Mild 





25 


030CT2020 20:00 


Mild 





26 


040CT2020 20:00 


Mild 





050CT2020 21:00 


Mild 





060CT2020 9:00 








11SEP2020 22:00 





12SEP2020 22:10 


Moderate 





13SEP2020 22:00 





14SEP2020 22:05 





15SEP2020 22:10 





16SEP2020 22:15 





17SEP2020 22:10 





18SEP2020 9:03 





020CT2020 22:15 


Mild 














030CT2020 20:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049650 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20227 


23 


2 


040CT2020 21:50 


Yes 


Moderate 





24 


050CT2020 22:00 


Yes 


Mild 





25 


060CT2020 21:50 


No 





26 


070CT2020 22:10 


No 





080CT2020 22:15 


No 





3 
4 
5 
6 
7 


090CT2020 8:57 


No 








O9SEP2020 22:00 


No 





10SEP2020 21:00 





11SEP2020 21:15 





12SEP2020 21:00 





13SEP2020 21:15 





14SEP2020 21:00 





15SEP2020 7:49 





30SEP2020 21:30 





010CT2020 21:00 





020CT2020 21:30 





030CT2020 21:30 














040CT2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049651 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20234 


26 


5 


050CT2020 21:00 


No 





6 


060CT2020 21:30 


No 





7 


070CT2020 7:39 


No 








11SEP2020 21:46 





12SEP2020 21:46 





13SEP2020 21:46 





14SEP2020 21:46 





15SEP2020 21:46 





16SEP2020 21:46 





17SEP2020 21:46 





18SEP2020 7:13 





020CT2020 20:52 





030CT2020 20:52 





040CT2020 20:52 





050CT2020 20:52 





060CT2020 20:52 





070CT2020 20:52 














080CT2020 20:52 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049652 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20236 


7 


090CT2020 7:09 


No 





20237 


11SEP2020 22:00 


Moderate 





12SEP2020 22:15 


Mild 





13SEP2020 22:00 





14SEP2020 22:10 





15SEP2020 22:10 





16SEP2020 22:00 





17SEP2020 21:55 





18SEP2020 7:58 





020CT2020 22:30 





030CT2020 23:00 





040CT2020 22:30 





050CT2020 22:20 





060CT2020 22:10 





070CT2020 21:45 





080CT2020 21:45 





090CT2020 7:57 





20238 














11SEP2020 19:45 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049653 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20238 


12SEP2020 19:30 


Yes 


Mild 





13SEP2020 19:45 


No 





14SEP2020 19:30 


No 





15SEP2020 19:35 


No 





16SEP2020 19:30 


No 





17SEP2020 19:23 


No 





18SEP2020 7:31 


No 





020CT2020 21:12 





030CT2020 21:45 





040CT2020 21:45 





050CT2020 21:45 





060CT2020 21:45 





070CT2020 21:40 





080CT2020 21:42 





090CT2020 8:14 








11SEP2020 22:00 


Moderate 





12SEP2020 22:00 


Moderate 














13SEP2020 21:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 143 





FDA-CBER-2021-5683-0049654 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20239 


3 


14SEP2020 21:50 


No 





15SEP2020 21:46 


No 





16SEP2020 21:52 


No 





17SEP2020 21:55 


No 





18SEP2020 9:03 


No 





020CT2020 19:30 


Mild 





030CT2020 20:00 


Moderate 





040CT2020 20:00 


Moderate 





050CT2020 20:10 





060CT2020 20:00 





070CT2020 20:20 








O9SEP2020 21:45 





10SEP2020 21:45 





11SEP2020 21:45 





12SEP2020 21:45 





13SEP2020 21:45 





14SEP2020 21:45 














15SEP2020 9:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049655 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20241 


21 


30SEP2020 20:00 


Yes 


Mild 





22 


010CT2020 9:30 


Yes 


Mild 





23 


020CT2020 9:30 


Yes 


Mild 





24 


030CT2020 9:30 


Yes 


Mild 





25 


040CT2020 9:30 


Yes 


Moderate 





26 


050CT2020 9:30 


Yes 


Moderate 





060CT2020 9:30 


Yes 


Mild 





070CT2020 9:07 


Yes 


Mild 





O9SEP2020 22:00 


Yes 


Mild 





10SEP2020 23:00 


Yes 


Mild 





11SEP2020 22:30 


Yes 


Mild 





12SEP2020 23:00 


Yes 


Mild 





13SEP2020 22:30 


Yes 


Mild 





14SEP2020 23:00 


No 





15SEP2020 8:57 


No 








11SEP2020 19:00 


No 





12SEP2020 19:00 


No 














13SEP2020 19:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049656 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20243 


3 


14SEP2020 19:00 


No 





15SEP2020 22:00 


No 





16SEP2020 19:00 


No 





17SEP2020 19:00 


No 





18SEP2020 8:16 


No 





020CT2020 19:30 


No 





030CT2020 19:30 


No 





040CT2020 18:00 


No 





050CT2020 19:30 


No 





060CT2020 22:30 


No 





070CT2020 19:30 


No 





080CT2020 19:00 


No 





090CT2020 9:23 


No 





30 pg Older 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 














29SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049657 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10350 


30SEP2020 20:00 


No 





010CT2020 20:00 


No 





160CT2020 20:00 


Moderate 





170CT2020 20:00 


Mild 





180CT2020 20:00 


Mild 





190CT2020 20:00 





200CT2020 20:00 





210CT2020 20:00 





220CT2020 9:00 








25SEP2020 20:45 


Moderate 





26SEP2020 21:40 


Mild 





27SEP2020 22:25 





28SEP2020 22:30 





29SEP2020 22:30 





30SEP2020 22:30 





010CT2020 22:30 





160CT2020 8:50 


Moderate 














170CT2020 21:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049658 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10351 


23 


2 


180CT2020 21:00 


Yes 


Mild 





190CT2020 21:00 


No 





200CT2020 21:00 


No 





3 
4 
5 


210CT2020 21:30 


No 








22SEP2020 21:00 


No 





23SEP2020 21:00 


No 





24SEP2020 21:08 


No 





25SEP2020 21:45 


No 





26SEP2020 22:25 


No 





27SEP2020 22:34 


No 





28SEP2020 23:06 


No 





130CT2020 21:30 


No 





140CT2020 22:05 


No 





150CT2020 23:20 


No 





160CT2020 23:50 


No 





170CT2020 23:52 


No 





180CT2020 22:50 


No 














190CT2020 22:41 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049659 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10353 


22SEP2020 19:00 


Yes 


Mild 





23SEP2020 19:00 


Yes 


Mild 





24SEP2020 20:00 


Yes 


Mild 





25SEP2020 20:00 


Yes 


Mild 





26SEP2020 20:00 


Yes 


Mild 





27SEP2020 20:00 


No 





28SEP2020 20:00 


No 





130CT2020 20:00 


Moderate 





140CT2020 22:00 


Moderate 





150CT2020 22:00 





160CT2020 22:00 





170CT2020 22:00 





180CT2020 22:00 





190CT2020 22:00 








23SEP2020 19:30 


Mild 





24SEP2020 19:30 


Moderate 





25SEP2020 19:30 














26SEP2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049660 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10358 


4 


27SEP2020 19:15 


No 





28SEP2020 19:30 


No 





29SEP2020 19:10 


No 





140CT2020 





150CT2020 19:00 





160CT2020 18:30 





170CT2020 18:30 





180CT2020 19:30 





190CT2020 19:00 





200CT2020 18:30 





210CT2020 











23SEP2020 21:00 





24SEP2020 21:15 





25SEP2020 22:00 





26SEP2020 22:00 





27SEP2020 22:00 














28SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049661 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10360 


6 


29SEP2020 21:30 


No 





21 


140CT2020 22:00 


Mild 





22 


150CT2020 21:30 


Mild 





23 


160CT2020 21:30 





24 


170CT2020 22:00 





180CT2020 22:00 





190CT2020 21:30 





200CT2020 22:00 








25SEP2020 22:30 





26SEP2020 22:15 





27SEP2020 23:00 





28SEP2020 22:40 





29SEP2020 22:50 





30SEP2020 23:10 





010CT2020 22:50 





160CT2020 22:30 


Moderate 





170CT2020 23:00 


Moderate 














180CT2020 23:30 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049662 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10361 


24 


190CT2020 23:00 


No 





200CT2020 22:30 


No 





210CT2020 22:30 


No 





220CT2020 8:50 


No 








25SEP2020 21:00 


No 





26SEP2020 20:45 





27SEP2020 20:45 





28SEP2020 20:45 





29SEP2020 2:45 





30SEP2020 20:45 





010CT2020 20:45 





160CT2020 20:00 





170CT2020 20:00 





180CT2020 20:00 





190CT2020 20:00 





200CT2020 20:00 





210CT2020 20:00 














220CT2020 8:52 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049663 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10363 


25SEP2020 21:30 


Yes 


Moderate 





26SEP2020 21:30 


Yes 


Moderate 





27SEP2020 21:30 


No 





28SEP2020 22:00 


No 





29SEP2020 22:00 


No 





30SEP2020 22:00 


No 





010CT2020 21:45 


No 





160CT2020 21:45 


Mild 





170CT2020 21:45 


Moderate 





180CT2020 21:45 





190CT2020 22:00 





200CT2020 22:00 





210CT2020 22:00 





220CT2020 9:08 








25SEP2020 22:00 





26SEP2020 22:00 





27SEP2020 22:00 














28SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049664 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10364 


4 


29SEP2020 22:00 


No 





5 


30SEP2020 22:00 


No 





010CT2020 22:00 


No 





020CT2020 


No 





160CT2020 21:30 


Mild 





170CT2020 21:00 


Moderate 





180CT2020 20:30 


Mild 





190CT2020 21:10 





200CT2020 20:40 





210CT2020 22:00 





220CT2020 21:05 





230CT2020 








23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:20 





27SEP2020 20:20 














28SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049665 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10365 


6 


29SEP2020 21:00 


No 





21 


140CT2020 21:00 


Mild 





22 


150CT2020 21:00 


Mild 





23 


160CT2020 21:00 


Mild 





24 


170CT2020 21:30 


Mild 





180CT2020 21:00 


Mild 





190CT2020 20:00 





200CT2020 20:00 








23SEP2020 21:00 





24SEP2020 21:00 





25SEP2020 21:04 





26SEP2020 21:10 





27SEP2020 21:05 





28SEP2020 21:01 





29SEP2020 21:00 





140CT2020 0:20 





150CT2020 10:00 














160CT2020 9:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049666 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-1: Listing of diary compliance local reactions - BNT162b1 
Safety set 
Number of days | Number of days 


after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 


30 yg Older 10366 24 3 170CT2020 8:30 No 
25 180CT2020 15:15 No 














200CT2020 20:55 
210CT2020 


27 
28 





4 

26 5 190CT2020 21:15 No 
6 
7 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049667 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10015 


29APR2020 23:00 


Yes 


Mild 





30APR2020 23:00 


No 





01MAY2020 21:00 


No 





O2MAY2020 21:00 


No 





O3MAY2020 20:00 


No 





O4MAY2020 21:00 


No 





O5MAY2020 21:00 


No 





20MAY2020 23:00 


Moderate 





21MAY2020 23:00 





22MAY2020 23:00 





23MAY2020 23:00 





24MAY2020 23:00 





25MAY2020 23:00 





26MAY2020 23:00 








29APR2020 





30APR2020 20:00 





01MAY2020 21:00 














O2MAY2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049668 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 10018 


4 


O3MAY2020 20:00 


No 





O4MAY2020 21:00 


No 





O5MAY2020 21:00 


No 





20MAY2020 23:00 


No 





21MAY2020 23:00 


No 





22MAY2020 23:00 


No 





23MAY2020 22:00 


No 





24MAY2020 23:00 


No 





25MAY2020 23:00 


No 





26MAY2020 22:30 


No 








O5MAY2020 20:00 


No 





O6MAY2020 20:00 


No 





O7MAY2020 20:00 


No 





O8MAY2020 20:00 


No 





O9MAY2020 20:00 


No 





10MAY2020 20:00 


No 





11MAY2020 20:00 


No 














26MAY2020 20:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049669 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b1 





1 ug Younger 10023 


22 


1 


27MAY2020 20:00 


No 





23 


28MAY2020 20:00 


No 





24 


29MAY2020 20:00 


No 





30MAY2020 20:00 


No 





31MAY2020 20:00 


No 





01JUN2020 20:00 


No 








O5MAY2020 20:45 





O6MAY2020 21:00 





O7MAY2020 20:55 





O8MAY2020 23:05 





O9MAY2020 22:00 





1O0MAY2020 22:00 





11MAY2020 22:00 





26MAY2020 22:00 


Mild 





27MAY2020 22:00 


Moderate 





28MAY2020 21:00 


Moderate 





29MAY2020 22:00 


Mild 














3O0MAY2020 22:00 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049670 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 10025 


26 


5 


31MAY2020 12:00 


No 





6 


01JUN2020 21:30 


No 





O5MAY2020 20:00 


No 





O6MAY2020 20:00 


No 





O7MAY2020 20:00 


No 





O8MAY2020 20:00 


No 





O9MAY2020 20:00 


No 





10MAY2020 20:00 


No 





11MAY2020 20:00 


No 





26MAY2020 21:00 


No 





27MAY2020 20:00 


Moderate 





28MAY2020 20:00 





29MAY2020 20:30 





30MAY2020 20:00 





31MAY2020 20:00 





01JUN2020 20:00 








O8MAY2020 18:05 














O9MAY2020 18:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 160 


FDA-CBER-2021-5683-0049671 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10036 


2 


1OMAY2020 18:15 


No 





11MAY2020 18:00 


No 





12MAY2020 18:20 


No 





13MAY2020 18:00 


No 





14MAY2020 18:10 


No 





15MAY2020 17:05 


No 





29MAY2020 18:00 


Severe 





SO0MAY2020 18:00 


Moderate 





31MAY2020 18:00 





01JUN2020 18:00 





02JUN2020 18:00 





03JUN2020 18:00 








O8MAY2020 20:32 





O9MAY2020 21:23 





1OMAY2020 21:29 





11MAY2020 21:27 





12MAY2020 21:33 














13MAY2020 21:49 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049672 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b1 





1 ug Younger 10040 


6 


14MAY2020 21:41 


No 





21 


29MAY2020 22:12 


Moderate 





22 


SO0MAY2020 21:19 


Moderate 





23 


31MAY2020 21:05 


Severe 





24 


01JUN2020 21:10 


Moderate 





02JUN2020 21:00 


Moderate 





03JUN2020 21:15 


Mild 








O8MAY2020 20:31 


Mild 





O9MAY2020 21:23 


Mild 





1OMAY2020 21:28 


Mild 





11MAY2020 21:17 


Mild 





12MAY2020 21:33 





13MAY2020 21:50 


Mild 





14MAY2020 21:40 


Moderate 





29MAY2020 22:12 


Moderate 





SO0MAY2020 21:19 


Moderate 





31MAY2020 21:05 


Severe 














01JUN2020 21:14 








Severe 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049673 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10041 


25 


4 


02JUN2020 21:32 


Yes 


Moderate 





5 


03JUN2020 21:36 


Yes 


Moderate 





O8MAY2020 22:00 


Yes 


Mild 





O9MAY2020 22:00 


No 





1O0MAY2020 22:00 


No 





11MAY2020 22:00 


No 





12MAY2020 22:00 


No 





13MAY2020 22:00 


No 





14MAY2020 22:00 


No 





29MAY2020 22:00 


No 





30MAY2020 22:00 


No 





31MAY2020 22:00 


No 





01JUN2020 22:00 


No 





02JUN2020 22:00 


No 





03JUN2020 22:00 


No 








O5MAY2020 20:30 





O6MAY2020 19:30 














O7MAY2020 20:20 











Program: Lsaf_sysR_2.sas (Page 7 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049674 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 10045 


3 


O8MAY2020 20:05 


No 





O9MAY2020 20:35 


No 





1O0MAY2020 19:45 


No 





11MAY2020 20:00 


No 





12MAY2020 19:00 


No 





27MAY2020 20:20 


No 





28MAY2020 20:10 


No 





29MAY2020 20:15 


No 





3O0MAY2020 20:30 


No 





31MAY2020 20:00 


No 





01JUN2020 20:10 


No 








O8MAY2020 20:06 





O9MAY2020 20:01 





10MAY2020 20:03 





11MAY2020 20:11 





12MAY2020 19:55 





13MAY2020 20:00 














14MAY2020 20:04 











Program: Lsaf_sysR_2.sas (Page 8 of 93) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049675 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





1 ug Younger 10048 


21 


29MAY2020 20:00 


No 





22 


30MAY2020 20:11 


No 





23 


31MAY2020 20:03 


No 





24 


01JUN2020 19:57 


No 





02JUN2020 20:00 


No 





03JUN2020 20:01 


No 








O8MAY2020 23:00 





O9MAY2020 23:10 





1OMAY2020 23:12 





11MAY2020 23:00 





12MAY2020 23:14 





13MAY2020 23:40 


Moderate 





14MAY2020 23:25 





29MAY2020 23:58 





SO0MAY2020 23:44 


Moderate 





31MAY2020 23:55 





01JUN2020 23:40 














02JUN2020 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049676 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10170 


31JUL2020 20:00 


Yes 


Moderate 





01AUG2020 20:05 


Yes 


Mild 





02AUG2020 20:03 


No 





03AUG2020 20:04 


No 





04AUG2020 20:02 


No 





05AUG2020 20:01 


No 





06AUG2020 20:03 


No 





07AUG2020 8:30 


No 





21AUG2020 20:04 





22AUG2020 20:01 





23AUG2020 20:02 





24AUG2020 20:07 





25AUG2020 20:09 





26AUG2020 20:05 





27AUG2020 20:06 








22JUL2020 21:15 





23JUL2020 21:45 














24JUL2020 21:30 











Program: Lsaf_sysR_2.sas (Page 10 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049677 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10194 


3 


25JUL2020 22:15 


No 





4 


26JUL2020 21:45 


No 





27JUL2020 21:45 


No 





28JUL2020 21:30 


No 





12AUG2020 22:15 


Moderate 





13AUG2020 21:45 


Mild 





14AUG2020 22:00 





15AUG2020 22:15 





16AUG2020 21:30 





17AUG2020 22:00 








22JUL2020 21:57 





23JUL2020 23:10 





24JUL2020 22:29 





25JUL2020 23:05 





26JUL2020 23:10 





27JUL2020 22:14 





28JUL2020 23:38 














11AUG2020 21:48 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049678 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 10198 


21 


12AUG2020 22:35 


No 





22 


13AUG2020 21:07 


No 





23 


14AUG2020 22:10 


No 





24 


15AUG2020 23:06 


No 





25 


16AUG2020 22:32 


No 





17AUG2020 22:47 


No 





18AUG2020 21:45 


No 








22JUL2020 20:00 


No 





23JUL2020 22:05 


No 





24JUL2020 21:00 


No 





25JUL2020 20:50 


No 





26JUL2020 21:00 


No 





27JUL2020 20:55 


No 





28JUL2020 21:00 


No 





12AUG2020 21:00 


No 





13AUG2020 20:58 


No 





14AUG2020 21:01 


No 














15AUG2020 21:05 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049679 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic 
reaction 


Worst severity/ 
Intensity 





3 ug Younger 


10200 


25 


4 


16AUG2020 21:03 


No 





26 


5 


17AUG2020 21:00 


No 








22JUL2020 22:05 


No 





23JUL2020 21:45 


No 





24JUL2020 21:50 


No 





25JUL2020 23:15 





26JUL2020 22:45 





27JUL2020 21:45 





28JUL2020 21:55 





29JUL2020 21:30 





30JUL2020 21:40 





O}alI NI no] a; &] Ww! Pp 


31JUL2020 22:06 





= 
oO 


01AUG2020 21:40 





a 
a4 


02AUG2020 22:10 





12 


03AUG2020 21:30 





13 


04AUG2020 21:50 





14 


05AUG2020 21:30 








15 








06AUG2020 21:50 











Program: Lsaf_sysR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049680 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic 
reaction 


Worst severity/ 
Intensity 





3 ug Younger 


10204 


21 


12AUG2020 21:45 


No 





22 


13AUG2020 22:00 


No 





23 


14AUG2020 22:15 


No 





24 


15AUG2020 22:30 


No 





16AUG2020 21:30 


No 





17AUG2020 21:40 


No 








22JUL2020 22:00 


No 





23JUL2020 22:00 


No 





24JUL2020 22:15 


No 





25JUL2020 21:50 


No 





26JUL2020 22:00 


No 





27JUL2020 22:00 


No 





28JUL2020 21:45 


No 





12AUG2020 22:00 


No 





13AUG2020 21:50 


No 





14AUG2020 22:05 


No 





15AUG2020 22:00 


No 














16AUG2020 21:55 





No 








Program: Lsaf_sysR_2.sas 


(Page 14 of 93) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049681 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10209 


5 


17AUG2020 22:05 


No 





10212 


22JUL2020 20:30 


No 





23JUL2020 21:30 





24JUL2020 20:30 





25JUL2020 20:45 





26JUL2020 20:40 





27JUL2020 20:45 





28JUL2020 20:35 





12AUG2020 21:30 


Mild 





13AUG2020 20:00 


Moderate 





14AUG2020 20:00 


Mild 





15AUG2020 22:30 





16AUG2020 21:00 





17AUG2020 20:30 











31JUL2020 20:00 


Moderate 





01AUG2020 20:00 














02AUG2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049682 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 10221 


3 


03AUG2020 20:00 


No 





04AUG2020 20:00 


No 





05AUG2020 20:00 


No 





06AUG2020 20:00 


No 





07AUG2020 7:34 


No 





21AUG2020 20:00 





22AUG2020 20:00 





23AUG2020 20:00 





24AUG2020 20:00 





25AUG2020 20:00 





26AUG2020 20:00 





27AUG2020 20:00 








31JUL2020 18:00 





01AUG2020 17:00 





02AUG2020 17:30 





03AUG2020 17:00 





04AUG2020 18:00 














05AUG2020 18:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049683 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10224 


06AUG2020 19:00 


No 





07AUG2020 7:46 


No 





21AUG2020 19:30 


No 





22AUG2020 19:30 


No 





23AUG2020 20:00 


Moderate 





24AUG2020 19:00 





25AUG2020 19:00 





26AUG2020 20:00 





27AUG2020 20:30 





28AUG2020 6:00 








31JUL2020 20:15 


Moderate 





01AUG2020 20:08 





02AUG2020 19:50 





03AUG2020 20:06 





04AUG2020 20:01 





05AUG2020 20:04 





06AUG2020 19:57 














07AUG2020 7:57 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049684 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b1 





3 ug Younger 10225 


21 


21AUG2020 19:45 


No 





22 


22AUG2020 20:00 


No 





23 


23AUG2020 19:50 


No 





24 


24AUG2020 20:00 


No 





25 


25AUG2020 20:05 


No 





26 


26AUG2020 19:55 


No 





27AUG2020 20:00 


No 





28AUG2020 








31JUL2020 20:00 


Moderate 





01AUG2020 20:00 


Mild 





02AUG2020 20:00 


Mild 





03AUG2020 20:00 


Mild 





04AUG2020 20:00 


Mild 





05AUG2020 20:00 


Mild 





06AUG2020 20:00 


Mild 





07AUG2020 8:11 


Mild 





21AUG2020 20:00 


Severe 














22AUG2020 20:00 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049685 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





3 ug Younger 10226 


23 


2 


23AUG2020 20:00 


Yes 


Moderate 





24 


24AUG2020 20:00 


Yes 


Mild 





25 


25AUG2020 20:00 


Yes 


Mild 





26 


26AUG2020 20:00 


Yes 


Mild 





27AUG2020 20:00 


No 





3 
4 
5 
6 
7 


28AUG2020 








31JUL2020 18:00 





01AUG2020 18:00 





02AUG2020 18:00 





03AUG2020 18:00 





04AUG2020 18:00 





05AUG2020 18:00 





06AUG2020 18:00 





07AUG2020 8:30 





21AUG2020 


Moderate 





22AUG2020 20:00 





23AUG2020 20:00 














24AUG2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049686 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 10001 


24APR2020 20:00 


No 





25APR2020 20:00 


No 





26APR2020 20:03 


No 





27APR2020 19:58 


No 





28APR2020 20:00 


No 





29APR2020 20:00 


No 





30APR2020 19:58 


No 





01MAY2020 20:00 


No 





O2MAY2020 20:00 


No 





15MAY2020 20:00 


No 





16MAY2020 20:00 


No 





17MAY2020 20:01 


No 





18MAY2020 20:00 


No 





19MAY2020 20:00 


No 





20MAY2020 20:00 


No 





3 ug Younger 





25AUG2020 20:00 


No 





26AUG2020 20:00 


No 














27AUG2020 20:00 





No 








Program: Lsaf_sysR_2.sas (Page 20 of 93) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049687 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 10001 


6 


21MAY2020 20:00 


No 





10003 


28APR2020 19:15 


No 





29APR2020 19:10 


No 





30APR2020 19:15 


No 





01MAY2020 19:15 


No 





O2MAY2020 19:10 


No 





O3MAY2020 19:05 


No 





O4MAY2020 19:00 


No 





O5MAY2020 19:00 


No 





19MAY2020 20:35 





20MAY2020 20:25 





21MAY2020 20:30 





22MAY2020 20:15 





23MAY2020 20:20 





24MAY2020 20:25 





25MAY2020 20:10 





26MAY2020 20:15 





10004 














24APR2020 22:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049688 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10004 


25APR2020 21:00 


Yes 


Mild 





26APR2020 21:30 


Yes 


Mild 





27APR2020 22:05 


No 





28APR2020 21:50 


No 





29APR2020 20:40 


No 





30APR2020 22:15 


No 





01MAY2020 21:50 


No 





O2MAY2020 19:50 


No 





15MAY2020 21:30 


Severe 





16MAY2020 22:15 


Mild 





17MAY2020 23:15 


Mild 





18MAY2020 23:00 





19MAY2020 22:45 





20MAY2020 22:50 





21MAY2020 20:42 








24APR2020 13:00 


Moderate 





25APR2020 19:30 


Mild 














26APR2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049689 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b1 





10 ug Younger | 10005 


3 


27APR2020 20:30 


No 





28APR2020 19:45 


Mild 





29APR2020 20:00 





30APR2020 19:30 





01MAY2020 19:30 





O2MAY2020 20:00 





15MAY2020 19:00 


Moderate 





16MAY2020 19:00 


Moderate 





17MAY2020 19:00 


Moderate 





18MAY2020 19:00 


Mild 





19MAY2020 19:00 


Moderate 





20MAY2020 19:00 


Moderate 





21MAY2020 19:00 


Moderate 





22MAY2020 19:00 


Moderate 





23MAY2020 








28APR2020 22:00 





29APR2020 22:00 














30APR2020 22:00 











Program: Lsaf_sysR_2.sas (Page 23 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049690 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10006 


3 


01MAY2020 22:00 


No 





O2MAY2020 22:00 


No 





O3MAY2020 22:00 


No 





O4MAY2020 22:00 


No 





O5MAY2020 22:00 


No 





O6MAY2020 22:00 


No 





19MAY2020 22:00 


Severe 





20MAY2020 22:00 


Moderate 





21MAY2020 22:00 





22MAY2020 22:00 





23MAY2020 22:00 





24MAY2020 22:00 





25MAY2020 22:00 





26MAY2020 22:00 








Moderate 





23APR2020 20:00 


Moderate 





24APR2020 9:00 


Mild 














25APR2020 9:00 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049691 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10007 


3 


26APR2020 8:00 


Yes 


Moderate 





4 


27APR2020 9:00 


Yes 


Moderate 





28APR2020 9:00 


Yes 


Mild 





29APR2020 9:00 


No 





14MAY2020 


Moderate 





15MAY2020 20:00 


Moderate 





16MAY2020 20:00 


Mild 





17MAY2020 20:00 


Mild 





18MAY2020 20:00 


Mild 





19MAY2020 20:00 





20MAY2020 21:00 





21MAY2020 20:00 








28APR2020 22:00 





29APR2020 22:00 





30APR2020 22:00 





01MAY2020 22:00 





O2MAY2020 22:00 














O3MAY2020 22:00 











Program: Lsaf_sysR_2.sas (Page 25 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049692 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 10008 


O4MAY2020 22:00 


No 





O5MAY2020 0:00 


No 





19MAY2020 22:00 





20MAY2020 22:00 





21MAY2020 22:00 





22MAY2020 22:00 





23MAY2020 22:00 





24MAY2020 22:00 





25MAY2020 22:00 





26MAY2020 22:00 








28APR2020 21:00 





29APR2020 20:30 





30APR2020 20:00 





01MAY2020 20:00 





O2MAY2020 20:00 





O3MAY2020 20:00 





O4MAY2020 20:00 














O5MAY2020 20:00 











Program: Lsaf_sysR_2.sas (Page 26 of 93) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049693 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10009 


8 


O6MAY2020 20:00 


No 





21 


19MAY2020 22:00 


Mild 





22 


20MAY2020 19:00 


Mild 





23 


21MAY2020 19:00 





24 


22MAY2020 19:00 





25 


23MAY2020 22:00 





26 


24MAY2020 23:00 





25MAY2020 22:00 





26MAY2020 22:00 








24APR2020 18:15 


Mild 





25APR2020 18:15 


Severe 





26APR2020 18:15 


Severe 





27APR2020 18:15 


Moderate 





28APR2020 18:30 


Moderate 





29APR2020 18:30 


Moderate 





30APR2020 18:15 


Moderate 





01MAY2020 18:45 


Moderate 














O2MAY2020 19:00 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049694 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 10011 





25APR2020 22:00 





26APR2020 22:10 





27APR2020 22:30 





28APR2020 20:00 





29APR2020 21:05 





30APR2020 22:05 





01MAY2020 22:15 





O2MAY2020 22:30 





15MAY2020 





16MAY2020 





17MAY2020 





18MAY2020 





19MAY2020 





20MAY2020 





21MAY2020 





22MAY2020 





10017 














28APR2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049695 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10017 


29APR2020 20:43 


No 





30APR2020 21:55 


No 





01MAY2020 22:07 


No 





O2MAY2020 22:43 


No 





O3MAY2020 22:00 


No 





O4MAY2020 22:00 


No 





O5MAY2020 22:00 


No 





19MAY2020 22:00 


Moderate 





20MAY2020 21:47 


Severe 





21MAY2020 21:39 


Mild 





22MAY2020 23:00 





23MAY2020 22:43 





24MAY2020 22:32 





25MAY2020 22:55 





26MAY2020 21:43 








28APR2020 20:05 





29APR2020 20:15 














30APR2020 20:35 











Program: Lsaf_sysR_2.sas (Page 29 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049696 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Younger | 10019 


3 


01MAY2020 19:45 


No 





O2MAY2020 20:40 


No 





O3MAY2020 19:50 


No 





O4MAY2020 19:05 


No 





O5MAY2020 6:25 


No 





19MAY2020 20:15 


No 





20MAY2020 18:10 


Severe 





21MAY2020 20:00 


Mild 





22MAY2020 19:15 





23MAY2020 18:40 





24MAY2020 19:20 





25MAY2020 19:55 





26MAY2020 18:45 





27MAY2020 7:10 





20 ug Younger 





16JUL2020 18:00 





17JUL2020 20:00 





18JUL2020 20:00 














19JUL2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049697 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10151 


4 


20JUL2020 20:00 


No 





21JUL2020 20:00 


No 





22JUL2020 20:00 


No 





06AUG2020 22:00 


Mild 





07AUG2020 22:00 


Moderate 





08AUG2020 22:00 


Mild 





09AUG2020 22:00 


Mild 





10AUG2020 22:00 


Mild 





11AUG2020 22:00 


Mild 





12AUG2020 22:00 








16JUL2020 17:40 





17JUL2020 20:28 





18JUL2020 20:10 





19JUL2020 21:07 





20JUL2020 21:51 





21JUL2020 20:48 





22JUL2020 21:19 














06AUG2020 20:22 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049698 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10171 


22 


1 


07AUG2020 20:10 


Yes 


Moderate 





23 


08AUG2020 20:06 


Yes 


Moderate 





24 


09AUG2020 19:40 


Yes 


Mild 





10AUG2020 20:13 


Yes 


Mild 





11AUG2020 20:08 


No 





12AUG2020 20:45 


No 








16JUL2020 20:16 





17JUL2020 20:23 





18JUL2020 20:41 





19JUL2020 20:16 





20JUL2020 20:20 





21JUL2020 20:15 





22JUL2020 20:15 





06AUG2020 19:50 


Moderate 





07AUG2020 22:00 


Moderate 





08AUG2020 21:50 





09AUG2020 22:30 














10AUG2020 21:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049699 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10172 


26 


5 


11AUG2020 21:10 


No 





6 


12AUG2020 20:50 


No 





16JUL2020 21:18 


No 





17JUL2020 16:00 





18JUL2020 9:30 





19JUL2020 22:00 





20JUL2020 8:40 





21JUL2020 8:30 





22JUL2020 21:30 





06AUG2020 22:00 


Moderate 





07AUG2020 4:38 


Severe 





08AUG2020 11:00 


Moderate 





09AUG2020 13:00 


Mild 





10AUG2020 22:00 





11AUG2020 22:05 





12AUG2020 22:20 








16JUL2020 18:00 














17JUL2020 18:04 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049700 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 10175 


2 


18JUL2020 18:18 


No 





19JUL2020 18:09 


No 





20JUL2020 18:31 


No 





21JUL2020 18:24 


No 





22JUL2020 18:07 


No 





23JUL2020 7:39 


No 





06AUG2020 21:00 


No 





07AUG2020 21:08 





08AUG2020 21:01 





09AUG2020 20:21 





10AUG2020 21:00 





11AUG2020 20:48 





12AUG2020 21:05 





13AUG2020 5:46 








16JUL2020 21:00 





17JUL2020 20:30 





18JUL2020 21:00 














19JUL2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049701 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10176 


4 


20JUL2020 19:30 


No 





21JUL2020 20:00 


No 





22JUL2020 21:00 


Mild 





06AUG2020 22:00 


Moderate 





07AUG2020 17:00 


Moderate 





08AUG2020 21:00 


Mild 





09AUG2020 22:00 





10AUG2020 19:00 





11AUG2020 20:00 





12AUG2020 20:30 





13AUG2020 9:15 








16JUL2020 20:15 


Moderate 





17JUL2020 20:00 


Mild 





18JUL2020 20:20 





19JUL2020 19:40 





20JUL2020 20:00 





21JUL2020 19:50 














22JUL2020 20:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049702 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 
Safety set 


Number of days | Number of days 
after prime after boost Any systemic Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





20 ug Younger | 10178 21 06AUG2020 19:40 Yes Mild 
22 07AUG2020 19:00 Yes Mild 
23 08AUG2020 19:30 No 
24 09AUG2020 19:30 No 
25 10AUG2020 20:00 No 
26 11AUG2020 19:45 
12AUG2020 19:30 
13AUG2020 9:00 
16JUL2020 21:00 
17JUL2020 21:00 
18JUL2020 21:00 
19JUL2020 21:00 
20JUL2020 21:00 
21JUL2020 21:00 
22JUL2020 21:00 
06AUG2020 21:00 Severe 
07AUG2020 21:00 Moderate 
08AUG2020 21:00 Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049703 


Page 192 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 10179 


24 


3 


09AUG2020 21:00 


No 





25 


10AUG2020 21:00 


No 





11AUG2020 21:00 


No 





12AUG2020 21:00 


No 





4 
5 
6 
¢ 


13AUG2020 10:00 


No 








16JUL2020 20:15 





17JUL2020 20:45 





18JUL2020 20:45 





19JUL2020 20:30 





20JUL2020 20:40 





21JUL2020 21:00 





22JUL2020 20:20 





06AUG2020 20:30 





07AUG2020 21:10 





08AUG2020 20:40 





09AUG2020 20:25 





10AUG2020 20:45 














11AUG2020 21:00 











Program: Lsaf_sysR_2.sas (Page 37 of 93) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049704 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger 


10181 


6 


12AUG2020 20:50 


No 





10182 


16JUL2020 19:25 


No 





17JUL2020 20:20 


No 





18JUL2020 18:44 


No 





19JUL2020 19:59 


No 





20JUL2020 20:07 


No 





21JUL2020 19:50 


No 





22JUL2020 18:40 


No 





23JUL2020 7:05 


No 








16JUL2020 21:00 


Severe 





17JUL2020 21:10 


Severe 





18JUL2020 21:50 


Moderate 





19JUL2020 21:36 


Mild 





20JUL2020 21:25 





21JUL2020 21:20 





22JUL2020 21:30 





23JUL2020 10:00 














06AUG2020 18:30 








Moderate 





Program: Lsaf_sysR_2.sas 


(Page 38 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 194 





FDA-CBER-2021-5683-0049705 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10183 


22 


1 


07AUG2020 20:10 


Yes 


Severe 





23 


08AUG2020 20:30 


Yes 


Moderate 





24 


09AUG2020 21:00 


Yes 


Mild 





25 


10AUG2020 21:05 


No 





26 


11AUG2020 20:50 


No 





12AUG2020 21:15 


No 





13AUG2020 8:30 


No 








16JUL2020 20:30 


Moderate 





17JUL2020 2:30 


Moderate 





18JUL2020 18:30 


Mild 





19JUL2020 18:20 


Mild 





20JUL2020 18:00 


Mild 





21JUL2020 16:00 


Mild 





22JUL2020 21:00 





23JUL2020 10:00 





06AUG2020 22:00 


Severe 





07AUG2020 18:30 


Severe 














08AUG2020 18:30 








Severe 





Program: Lsaf_sysR_2.sas (Page 39 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049706 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Younger | 10197 


24 


3 


09AUG2020 18:00 


Yes 


Mild 





25 


10AUG2020 17:15 


Yes 


Mild 





11AUG2020 18:00 


Yes 


Mild 





12AUG2020 16:00 


Yes 


Mild 





4 
5 
6 
7 


13AUG2020 8:15 


No 





30 ug Younger 





29APR2020 


Moderate 





30APR2020 20:50 


Moderate 





01MAY2020 21:00 


Mild 





O2MAY2020 20:30 


Mild 





O3MAY2020 20:25 





O4MAY2020 21:00 





O5MAY2020 21:30 





20MAY2020 20:13 


Severe 





21MAY2020 21:30 


Severe 





22MAY2020 21:00 





23MAY2020 21:30 





24MAY2020 22:15 














25MAY2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049707 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 10016 


27 


6 


26MAY2020 21:00 


No 





7 


27MAY2020 7:55 


No 





29APR2020 19:51 


No 





30APR2020 19:46 


No 





01MAY2020 19:50 


No 





O2MAY2020 19:50 


No 





O3MAY2020 19:47 


No 





O4MAY2020 19:50 


No 





O5MAY2020 19:48 


No 





20MAY2020 19:01 





21MAY2020 19:06 





22MAY2020 18:56 





23MAY2020 19:01 





24MAY2020 19:03 





25MAY2020 18:58 





26MAY2020 19:01 








O5MAY2020 20:01 














O6MAY2020 20:01 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049708 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10021 


2 


O7MAY2020 20:00 


No 





O8MAY2020 20:00 


No 





O9MAY2020 20:05 


No 





10MAY2020 20:00 





11MAY2020 20:01 





26MAY2020 20:00 


Severe 





27MAY2020 20:00 


Moderate 





28MAY2020 20:00 


Moderate 





29MAY2020 20:00 


Mild 





30MAY2020 20:00 





31MAY2020 20:00 





01JUN2020 20:00 








O7MAY2020 21:27 





O8MAY2020 21:40 





O9MAY2020 22:00 





10MAY2020 22:00 





11MAY2020 22:00 














12MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049709 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10028 


13MAY2020 22:00 


No 





14MAY2020 


No 





28MAY2020 22:00 


Moderate 





29MAY2020 22:00 


Moderate 





30MAY2020 22:00 





31MAY2020 22:00 





01JUN2020 22:00 





02JUN2020 22:00 





03JUN2020 20:00 





04JUN2020 6:00 








O7MAY2020 22:00 


Severe 





O8MAY2020 21:00 


Moderate 





O9MAY2020 22:00 


Mild 





1O0MAY2020 21:30 





11MAY2020 22:00 





12MAY2020 22:00 





13MAY2020 22:00 














28MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049710 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10031 


22 


1 


29MAY2020 22:00 


Yes 


Severe 





23 


30MAY2020 22:00 


Yes 


Mild 





24 


31MAY2020 22:00 


Yes 


Mild 





25 


01JUN2020 22:00 


No 





26 


02JUN2020 22:00 


No 





03JUN2020 22:00 


No 





04JUN2020 9:11 


No 








O5MAY2020 19:00 





O6MAY2020 18:34 





O7MAY2020 19:10 





O8MAY2020 20:02 





O9MAY2020 19:10 





1OMAY2020 18:36 





11MAY2020 19:23 





26MAY2020 19:20 


Mild 





27MAY2020 18:35 


Moderate 





28MAY2020 18:55 














29MAY2020 19:05 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-00497 11 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10032 


25 


4 


30MAY2020 19:09 


No 





5 


31MAY2020 20:05 


No 





6 


01JUN2020 18:55 


No 





O5MAY2020 22:05 


Severe 





O6MAY2020 20:10 


Moderate 





O7MAY2020 20:25 





O8MAY2020 12:15 





O9MAY2020 20:00 





1O0MAY2020 20:10 





11MAY2020 20:10 





26MAY2020 23:00 


Severe 





27MAY2020 21:00 


Mild 





28MAY2020 21:00 





29MAY2020 21:00 





3O0MAY2020 21:00 





31MAY2020 21:00 





01JUN2020 21:00 





10037 














O5MAY2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049712 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10037 


O6MAY2020 20:00 


Yes 


Mild 





O7MAY2020 21:00 


Yes 


Mild 





O8MAY2020 21:00 


No 





O9MAY2020 21:00 


No 





1O0MAY2020 21:00 





11MAY2020 21:00 





26MAY2020 21:00 


Severe 





27MAY2020 21:00 


Moderate 





28MAY2020 21:00 


Mild 





29MAY2020 21:00 


Mild 





3O0MAY2020 21:00 


Mild 





31MAY2020 21:00 


Mild 





01JUN2020 21:00 


Mild 











O7MAY2020 21:00 





O8MAY2020 21:00 





O9MAY2020 21:00 














1OMAY2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049713 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 10038 


4 


11MAY2020 21:00 


No 





12MAY2020 21:00 


No 





13MAY2020 21:00 


No 





28MAY2020 21:00 


No 





29MAY2020 21:00 


No 





3O0MAY2020 21:00 


No 





31MAY2020 21:00 


No 





01JUN2020 21:00 


No 





02JUN2020 21:00 


No 





03JUN2020 21:00 


No 





04JUN2020 8:30 


No 











O7MAY2020 22:00 


Severe 





O8MAY2020 22:00 


Moderate 





O9MAY2020 22:00 





10MAY2020 22:00 





11MAY2020 22:00 














12MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 203 


FDA-CBER-2021-5683-0049714 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10039 


13MAY2020 22:00 


No 





14MAY2020 22:00 


No 





28MAY2020 22:00 


Severe 





29MAY2020 22:00 


Moderate 





3O0MAY2020 8:00 





31MAY2020 22:00 





01JUN2020 22:00 





02JUN2020 22:00 





03JUN2020 23:00 





04JUN2020 22:00 








O07MAY2020 20:00 


Moderate 





O8MAY2020 20:00 


Moderate 





O9MAY2020 20:00 


Moderate 





10MAY2020 20:00 


Moderate 





11MAY2020 20:00 


Moderate 





12MAY2020 20:00 


Moderate 





13MAY2020 20:00 


Mild 














28MAY2020 20:00 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049715 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10043 


22 


1 


29MAY2020 20:00 


Yes 


Mild 





23 


30MAY2020 20:00 


Yes 


Mild 





31MAY2020 20:00 


Yes 


Mild 





01JUN2020 20:00 


No 





2 
3 
4 
5 


02JUN2020 20:00 


No 








O7MAY2020 23:00 





O8MAY2020 23:45 





O9MAY2020 23:45 





10MAY2020 23:40 





11MAY2020 0:30 





12MAY2020 0:15 





13MAY2020 0:30 





28MAY2020 23:55 


Mild 





29MAY2020 21:00 


Moderate 





SO0MAY2020 23:55 


Mild 





31MAY2020 22:00 


Mild 





01JUN2020 23:55 














02JUN2020 22:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049716 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 ug Younger | 10047 


27 


6 


03JUN2020 23:45 


No 





7 


04JUN2020 9:50 


No 





50 ug Younger 


12MAY2020 19:30 





13MAY2020 13:00 





14MAY2020 13:45 





15MAY2020 13:40 





16MAY2020 14:00 





17MAY2020 14:00 





18MAY2020 14:00 





02JUN2020 23:00 


Severe 





O3JUN2020 7:15 


Severe 





04JUN2020 9:00 


Moderate 





O05JUN2020 9:00 


Mild 





O6JUN2020 11:00 





07JUN2020 11:00 





O8JUN2020 11:15 








15MAY2020 19:18 


Moderate 














16MAY2020 19:45 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049717 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10050 


2 


17MAY2020 20:19 


Yes 


Moderate 





18MAY2020 20:03 


Yes 


Mild 





19MAY2020 21:22 


Yes 


Mild 





20MAY2020 19:24 


Yes 


Mild 





21MAY2020 20:14 


Yes 


Mild 








12MAY2020 20:00 


Yes 


Mild 





13MAY2020 20:00 


Yes 


Moderate 





14MAY2020 20:00 


No 





15MAY2020 20:00 


No 





16MAY2020 20:00 


No 





17MAY2020 20:00 


No 





18MAY2020 20:00 


No 





02JUN2020 20:00 


Moderate 





03JUN2020 20:00 


Moderate 





04JUN2020 20:00 





05JUN2020 20:00 





O6JUN2020 20:00 














07JUN2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049718 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10053 


6 


08JUN2020 20:00 


No 





10055 


13MAY2020 17:30 


Mild 





14MAY2020 21:30 


Moderate 





15MAY2020 22:00 


Moderate 





16MAY2020 23:40 





17MAY2020 20:38 





18MAY2020 22:21 





19MAY2020 20:08 





03JUN2020 21:40 


Moderate 





04JUN2020 22:48 





05JUN2020 23:46 





O6JUN2020 23:26 





07JUN2020 22:02 





08JUN2020 23:40 








13MAY2020 20:30 


Mild 





14MAY2020 20:30 


Moderate 





15MAY2020 20:30 


Mild 














16MAY2020 20:30 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049719 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger 


10056 


4 


17MAY2020 20:30 


Yes 


Mild 





18MAY2020 20:30 


No 





19MAY2020 20:30 


No 





03JUN2020 21:30 


Severe 





04JUN2020 21:30 


Severe 





05JUN2020 21:30 


Mild 





O06JUN2020 21:30 


Mild 





07JUN2020 21:30 





08JUN2020 21:30 








15MAY2020 20:00 


Moderate 





16MAY2020 20:00 


Severe 





17MAY2020 20:00 





18MAY2020 20:00 





19MAY2020 20:00 





20MAY2020 20:00 





21MAY2020 20:00 





05JUN2020 20:37 


Moderate 














O06JUN2020 18:30 








Mild 





Program: Lsaf_sysR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049720 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger 


10057 


23 


2 


07JUN2020 14:00 


Yes 


Mild 





24 


O08JUN2020 14:00 


No 





O9JUN2020 14:00 


No 





10JUN2020 14:00 


No 





3 
4 
5 
6 


11JUN2020 20:00 


No 








13MAY2020 16:50 


Mild 





14MAY2020 17:00 


Severe 





15MAY2020 17:50 


Severe 





16MAY2020 17:30 


Moderate 





17MAY2020 17:15 


Mild 





18MAY2020 19:00 


Mild 





19MAY2020 22:00 





03JUN2020 17:30 


Severe 





04JUN2020 10:00 


Severe 





05JUN2020 18:00 


Severe 





O6JUN2020 17:00 


Mild 





07JUN2020 20:00 














O08JUN2020 14:20 











Program: Lsaf_sysR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049721 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10060 


13MAY2020 17:22 


No 





14MAY2020 18:00 


Severe 





15MAY2020 18:00 





16MAY2020 18:00 





17MAY2020 18:02 





18MAY2020 18:02 





19MAY2020 18:05 





03JUN2020 18:06 





04JUN2020 6:00 


Moderate 





O5JUN2020 6:00 





O6JUN2020 6:00 





07JUN2020 6:00 





O8JUN2020 6:00 





O9JUN2020 6:05 








15MAY2020 22:00 





16MAY2020 22:00 





17MAY2020 22:00 














18MAY2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049722 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10067 


4 


19MAY2020 22:00 


No 





20MAY2020 22:00 


No 





21MAY2020 22:00 


No 





05JUN2020 22:00 


Moderate 





O06JUN2020 22:00 


Moderate 





07JUN2020 22:00 





08JUN2020 22:00 





O09JUN2020 22:00 





10JUN2020 22:00 





11JUN2020 22:00 








15MAY2020 22:30 


Mild 





16MAY2020 23:00 


Severe 





17MAY2020 22:30 


Mild 





18MAY2020 23:00 





19MAY2020 23:00 





20MAY2020 23:30 





21MAY2020 23:00 














05JUN2020 22:30 








Moderate 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger | 10068 


22 


1 


O6JUN2020 22:00 


Yes 


Moderate 





23 


07JUN2020 20:30 


Yes 


Moderate 





24 


08JUN2020 23:00 


Yes 


Mild 





O09JUN2020 23:00 


No 





10JUN2020 23:30 


No 





11JUN2020 23:00 


No 








15MAY2020 19:00 


No 





16MAY2020 19:00 


Severe 





17MAY2020 19:00 


Moderate 





18MAY2020 19:15 


Mild 





19MAY2020 19:00 





20MAY2020 19:00 





21MAY2020 19:00 





05JUN2020 19:00 


Severe 





O6JUN2020 19:00 


Moderate 





07JUN2020 19:00 





O08JUN2020 19:00 














O09JUN2020 19:00 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





50 ug Younger 


10070 


26 


5 


10JUN2020 19:00 


No 





6 


11JUN2020 19:15 


No 





15MAY2020 22:15 


Moderate 





16MAY2020 22:00 


Moderate 





17MAY2020 22:20 


Mild 





18MAY2020 21:37 





19MAY2020 22:30 





20MAY2020 22:14 





21MAY2020 21:53 





05JUN2020 22:23 


Severe 





O6JUN2020 16:10 


Severe 





07JUN2020 22:46 


Moderate 





08JUN2020 23:20 


Mild 





O9JUN2020 1:04 


Mild 





10JUN2020 23:37 


Moderate 





11JUN2020 23:06 





60 ug Younger 





19MAY2020 21:55 


Severe 














20MAY2020 21:54 








Moderate 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger 


10066 


21MAY2020 21:55 


Yes 


Mild 





22MAY2020 21:55 


Yes 


Mild 





23MAY2020 21:55 


No 





24MAY2020 21:55 


No 





25MAY2020 21:55 





26MAY2020 21:55 





27MAY2020 21:55 





22MAY2020 22:05 


Severe 





23MAY2020 22:00 


Severe 





24MAY2020 22:00 


Mild 





25MAY2020 22:00 


Mild 





26MAY2020 22:00 


Mild 





27MAY2020 22:30 





28MAY2020 22:00 








22MAY2020 22:00 


Moderate 





23MAY2020 22:00 


Mild 





24MAY2020 21:52 














25MAY2020 22:07 











Program: Lsaf_sysR_2.sas 


(Page 59 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 215 





FDA-CBER-2021-5683-0049726 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10076 


4 


26MAY2020 22:15 


No 





27MAY2020 22:05 


No 





28MAY2020 21:58 


No 





22MAY2020 23:15 


Mild 





23MAY2020 22:45 


Moderate 





24MAY2020 22:40 





25MAY2020 23:30 





26MAY2020 23:05 





27MAY2020 23:15 





28MAY2020 22:45 





12JUN2020 22:45 





13JUN2020 23:05 





14JUN2020 23:15 





15JUN2020 22:50 





16JUN2020 22:55 





17JUN2020 23:30 





18JUN2020 22:55 





10083 














20MAY2020 19:21 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





60 ug Younger | 10083 


21MAY2020 18:45 


Yes Mild 





22MAY2020 20:00 


No 





23MAY2020 21:05 


No 





24MAY2020 20:00 


No 





25MAY2020 22:10 


No 





26MAY2020 21:20 


No 





22MAY2020 22:00 





23MAY2020 20:30 





24MAY2020 20:30 





25MAY2020 20:30 





26MAY2020 20:30 





27MAY2020 20:30 





28MAY2020 20:30 








22MAY2020 22:44 


Severe 





23MAY2020 21:50 


Moderate 





24MAY2020 22:15 


Mild 





25MAY2020 22:00 














26MAY2020 21:45 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10085 


27MAY2020 20:00 


No 





28MAY2020 22:00 


No 





12JUN2020 21:30 


No 





13JUN2020 20:45 


No 





14JUN2020 21:00 


No 





15JUN2020 20:00 


No 





17JUN2020 20:15 


No 





18JUN2020 21:00 


No 





20MAY2020 22:00 


Severe 





21MAY2020 22:00 


Mild 





22MAY2020 22:00 





23MAY2020 22:00 





24MAY2020 22:00 





25MAY2020 22:00 





26MAY2020 22:00 








20MAY2020 19:05 





21MAY2020 18:45 














22MAY2020 20:07 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





60 ug Younger | 10093 


3 


23MAY2020 21:45 


Yes 


Mild 





24MAY2020 20:20 


No 





25MAY2020 19:00 


No 





26MAY2020 21:00 


No 








19MAY2020 22:50 


Severe 





20MAY2020 19:33 


Mild 





21MAY2020 19:05 





22MAY2020 20:10 





23MAY2020 23:15 





24MAY2020 22:17 





25MAY2020 21:40 





26MAY2020 21:37 





27MAY2020 20:48 





09JUN2020 23:30 





10JUN2020 22:05 





11JUN2020 22:35 





12JUN2020 23:00 














13JUN2020 22:40 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10273 


0 


27AUG2020 18:10 


No 





60 ug Younger | 10096 


26 


14JUN2020 23:10 


No 





15JUN2020 23:45 


No 





16JUN2020 23:30 


No 





22MAY2020 19:07 


Severe 





23MAY2020 15:18 


Mild 





24MAY2020 21:53 





25MAY2020 19:50 





26MAY2020 14:56 





27MAY2020 19:32 





28MAY2020 21:03 








20MAY2020 22:00 


Severe 





21MAY2020 22:00 


Moderate 





22MAY2020 22:00 





23MAY2020 23:00 





24MAY2020 22:00 





25MAY2020 22:00 














26MAY2020 22:00 











Program: Lsaf_sysR_2.sas (Page 64 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 220 





FDA-CBER-2021-5683-0049731 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b1 





10 ug Older 10273 


28AUG2020 18:10 


No 





29AUG2020 18:10 


No 





30AUG2020 18:10 


No 





31AUG2020 18:10 


No 





01SEP2020 18:10 


No 





02SEP2020 18:10 


No 





17SEP2020 18:30 


No 





18SEP2020 18:30 


No 





19SEP2020 18:30 


No 





20SEP2020 18:30 


No 





21SEP2020 18:30 


No 





22SEP2020 18:30 


No 





23SEP2020 18:30 


No 








27AUG2020 20:45 


Moderate 





28AUG2020 20:15 


Mild 





29AUG2020 20:30 


Mild 





30AUG2020 19:30 


Mild 














31AUG2020 19:45 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10274 


01SEP2020 19:30 


No 





02SEP2020 20:45 


No 





17SEP2020 20:30 





18SEP2020 20:00 





19SEP2020 21:00 





20SEP2020 19:45 





21SEP2020 21:15 





22SEP2020 20:00 





23SEP2020 19:15 








20AUG2020 18:50 





21AUG2020 19:00 


Moderate 





22AUG2020 19:00 


Mild 





23AUG2020 19:00 





24AUG2020 19:00 





25AUG2020 19:00 





26AUG2020 19:00 





10SEP2020 16:00 














11SEP2020 7:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10282 


23 


2 


12SEP2020 19:00 


No 





24 


13SEP2020 19:00 


No 





14SEP2020 19:00 


No 





15SEP2020 19:00 


No 





3 
4 
5 
6 


16SEP2020 19:00 


No 








27AUG2020 21:00 





28AUG2020 21:30 





29AUG2020 21:00 





30AUG2020 21:05 





31AUG2020 21:00 





01SEP2020 19:30 





02SEP2020 21:00 





O3SEP2020 7:00 





17SEP2020 21:00 





18SEP2020 21:00 





19SEP2020 21:00 





20SEP2020 20:00 














21SEP2020 21:00 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10283 


26 


5 


22SEP2020 21:00 


No 





6 


23SEP2020 21:00 


No 





7 


24SEP2020 7:00 


No 





25AUG2020 18:30 


No 





26AUG2020 18:30 


Moderate 





27AUG2020 18:36 





28AUG2020 18:30 





29AUG2020 18:30 





30AUG2020 18:35 





31AUG2020 18:20 





15SEP2020 20:00 





16SEP2020 20:00 





17SEP2020 21:00 





18SEP2020 20:00 





19SEP2020 20:30 





20SEP2020 20:00 





21SEP2020 20:00 





10287 














25AUG2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10287 


26AUG2020 0:00 


Yes 


Mild 





27AUG2020 0:00 


No 





28AUG2020 22:45 


No 





29AUG2020 0:00 


No 





30AUG2020 0:00 


No 





31AUG2020 23:40 


No 





15SEP2020 23:10 


Moderate 





16SEP2020 23:00 


Mild 





17SEP2020 0:00 


Mild 





18SEP2020 1:20 





19SEP2020 1:15 





20SEP2020 1:05 





21SEP2020 1:05 








25AUG2020 21:00 





26AUG2020 21:00 


Severe 





27AUG2020 21:00 


Mild 





28AUG2020 21:00 














29AUG2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10288 


30AUG2020 21:00 


No 





31AUG2020 21:00 


No 





15SEP2020 23:00 


Severe 





16SEP2020 23:00 


Severe 





17SEP2020 23:00 


Moderate 





18SEP2020 23:00 


Mild 





19SEP2020 23:00 


Mild 





20SEP2020 23:00 


Mild 





21SEP2020 23:00 








20AUG2020 22:00 





21AUG2020 22:21 





22AUG2020 22:21 





23AUG2020 22:31 





24AUG2020 22:16 





25AUG2020 22:16 





26AUG2020 21:36 





10SEP2020 22:30 














11SEP2020 23:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10289 


23 


2 


12SEP2020 23:00 


No 





24 


13SEP2020 23:05 


No 





14SEP2020 23:30 


No 





15SEP2020 23:00 


No 





3 
4 
5 
6 


16SEP2020 22:30 


No 








25AUG2020 22:00 


No 





26AUG2020 20:20 


No 





27AUG2020 20:00 


No 





28AUG2020 20:00 


No 





29AUG2020 20:00 


No 





30AUG2020 20:00 


No 





31AUG2020 20:00 


No 





15SEP2020 20:05 


No 





16SEP2020 20:07 


No 





17SEP2020 21:00 


No 





18SEP2020 21:00 


No 





19SEP2020 20:00 


No 














20SEP2020 20:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10291 


6 


21SEP2020 21:00 


No 





10292 


27AUG2020 21:05 


Moderate 





28AUG2020 20:35 





29AUG2020 20:45 





30AUG2020 20:45 





31AUG2020 20:30 





01SEP2020 20:45 





02SEP2020 20:45 





17SEP2020 20:45 


Severe 





18SEP2020 21:30 





19SEP2020 20:30 





20SEP2020 21:45 





21SEP2020 20:45 





22SEP2020 20:30 





23SEP2020 21:30 








27AUG2020 20:15 





28AUG2020 20:08 














29AUG2020 20:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10298 


3 


30AUG2020 20:16 


No 





4 


31AUG2020 20:18 


No 





01SEP2020 20:12 


No 





02SEP2020 20:20 


No 





17SEP2020 1:00 





18SEP2020 10:00 





19SEP2020 16:00 





20SEP2020 10:00 





21SEP2020 20:10 





22SEP2020 16:00 





23SEP2020 20:05 








27AUG2020 19:00 





28AUG2020 19:00 





29AUG2020 19:00 





30AUG2020 19:00 





31AUG2020 19:00 





01SEP2020 19:30 














02SEP2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049740 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





10 ug Older 10320 


21 


17SEP2020 


No 





22 


18SEP2020 10:00 


Mild 





23 


19SEP2020 10:00 


Mild 





24 


20SEP2020 10:00 





25 


21SEP2020 10:00 





22SEP2020 10:30 





23SEP2020 10:00 





20 ug Older 





O9SEP2020 20:30 


Mild 





10SEP2020 20:00 


Moderate 





11SEP2020 19:45 





12SEP2020 21:00 





13SEP2020 20:00 





14SEP2020 21:00 





15SEP2020 9:24 





30SEP2020 19:00 





010CT2020 20:00 





020CT2020 20:30 














030CT2020 19:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049741 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20207 


25 


4 


040CT2020 20:00 


No 





26 


050CT2020 19:00 


No 





060CT2020 20:15 


No 





5 
6 
7 


070CT2020 7:26 


No 








O8SEP2020 20:30 


No 





O9SEP2020 20:30 





10SEP2020 20:30 





11SEP2020 20:30 





12SEP2020 20:30 





13SEP2020 20:30 





14SEP2020 20:30 





15SEP2020 7:33 





30SEP2020 19:30 


Severe 





010CT2020 19:30 


Moderate 





020CT2020 19:30 





030CT2020 19:30 





040CT2020 19:30 














050CT2020 19:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049742 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20211 


6 


060CT2020 7:00 


No 





20220 


O8SEP2020 21:00 


Mild 





O9SEP2020 21:00 


Moderate 





10SEP2020 21:00 


Mild 





11SEP2020 21:00 


Mild 





12SEP2020 21:00 





13SEP2020 21:00 





14SEP2020 21:00 





15SEP2020 8:46 





30SEP2020 20:00 





010CT2020 21:00 


Moderate 





020CT2020 21:00 


Mild 





030CT2020 20:00 


Mild 





040CT2020 20:00 





050CT2020 21:00 





060CT2020 9:00 








11SEP2020 22:00 














12SEP2020 2:15 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049743 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20227 


2 


13SEP2020 22:10 


Yes 


Mild 





14SEP2020 22:05 


No 





15SEP2020 22:10 


No 





16SEP2020 22:15 


No 





17SEP2020 22:10 


No 





18SEP2020 9:03 


No 





020CT2020 22:15 


No 





030CT2020 20:00 


Severe 





040CT2020 21:50 


Moderate 





050CT2020 22:00 


Mild 





060CT2020 21:50 





070CT2020 22:10 





080CT2020 22:15 





090CT2020 8:57 








O9SEP2020 22:00 





10SEP2020 21:00 





11SEP2020 21:15 














12SEP2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049744 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20234 


4 


13SEP2020 21:15 


No 





14SEP2020 21:00 


No 





15SEP2020 7:49 


No 





30SEP2020 21:30 


No 





010CT2020 21:00 





020CT2020 21:00 





030CT2020 21:30 





040CT2020 21:00 





050CT2020 21:00 





060CT2020 21:30 





070CT2020 7:39 








11SEP2020 21:46 





12SEP2020 21:46 





13SEP2020 21:46 





14SEP2020 21:46 





15SEP2020 21:46 





16SEP2020 21:46 














17SEP2020 21:46 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049745 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20236 


7 


18SEP2020 7:13 


No 





21 


020CT2020 20:52 


No 





22 


030CT2020 20:52 


No 





23 


040CT2020 20:52 


No 





24 


050CT2020 20:52 


No 





25 


060CT2020 20:52 


No 





26 


070CT2020 20:52 


No 





080CT2020 20:52 


No 





090CT2020 7:09 


No 








11SEP2020 22:00 


No 





12SEP2020 22:15 


No 





13SEP2020 22:00 


No 





14SEP2020 22:10 


No 





15SEP2020 22:10 


No 





16SEP2020 22:00 


No 





17SEP2020 21:55 


No 





18SEP2020 7:58 


No 














020CT2020 22:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049746 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20237 


22 


1 


030CT2020 23:00 


Yes 


Mild 





23 


040CT2020 22:30 


No 





24 


050CT2020 22:20 


No 





25 


060CT2020 22:10 


No 





26 


070CT2020 21:45 


No 





080CT2020 21:45 


No 





090CT2020 7:57 


No 








11SEP2020 19:45 


Mild 





12SEP2020 19:30 


Moderate 





13SEP2020 19:45 


Moderate 





14SEP2020 19:30 


Moderate 





15SEP2020 19:35 


Moderate 





16SEP2020 19:30 


Mild 





17SEP2020 19:23 





18SEP2020 7:31 





020CT2020 21:12 


Mild 





030CT2020 21:45 


Moderate 














040CT2020 21:45 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049747 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20238 


24 


3 


050CT2020 21:45 


No 





25 


060CT2020 21:43 


No 





070CT2020 21:40 


No 





080CT2020 21:42 


No 





4 
5 
6 
¢ 


090CT2020 8:14 


No 








11SEP2020 22:05 





12SEP2020 22:00 





13SEP2020 21:20 





14SEP2020 21:50 





15SEP2020 21:46 





16SEP2020 21:52 





17SEP2020 21:55 





18SEP2020 9:03 





020CT2020 19:30 


Moderate 





030CT2020 20:00 


Moderate 





040CT2020 20:00 


Moderate 





050CT2020 20:10 














060CT2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049748 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20239 


26 


5 


070CT2020 20:20 


No 





6 


080CT2020 8:25 


No 





O9SEP2020 21:45 





10SEP2020 21:45 





11SEP2020 21:45 





12SEP2020 21:45 





13SEP2020 21:45 





14SEP2020 21:45 





15SEP2020 9:30 





30SEP2020 20:00 





010CT2020 9:30 


Mild 





020CT2020 9:30 


Mild 





030CT2020 9:30 


Mild 





040CT2020 9:30 


Moderate 





050CT2020 9:30 


Moderate 





060CT2020 9:30 


Mild 





070CT2020 9:07 


Mild 








20242 











O9SEP2020 22:00 











Program: Lsaf_sysR_2.sas (Page 82 of 93) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049749 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 ug Older 20242 


10SEP2020 21:20 


Yes 


Moderate 





11SEP2020 22:30 


No 





12SEP2020 23:00 


No 





13SEP2020 22:30 


No 





14SEP2020 23:00 


No 





15SEP2020 8:57 


No 








11SEP2020 19:00 


Severe 





12SEP2020 19:00 


Moderate 





13SEP2020 19:00 


Moderate 





14SEP2020 19:00 


Moderate 





15SEP2020 19:00 


Moderate 





16SEP2020 22:00 





17SEP2020 19:00 





18SEP2020 8:16 





020CT2020 19:30 





030CT2020 19:30 





040CT2020 18:00 














050CT2020 19:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049750 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





20 yg Older 20243 


25 


4 


060CT2020 22:30 


No 





26 


070CT2020 19:30 


No 





080CT2020 19:00 


No 





5 
6 
7 


090CT2020 9:23 


No 





30 pg Older 





25SEP2020 20:00 


No 





26SEP2020 20:00 


Moderate 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 20:00 





30SEP2020 20:00 





010CT2020 20:00 





160CT2020 20:00 


Severe 





170CT2020 20:00 


Moderate 





180CT2020 20:00 


Mild 





190CT2020 20:00 





200CT2020 20:00 





210CT2020 20:00 














220CT2020 9:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049751 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 pg Older 10350 


7 


230CT2020 20:00 





10351 


25SEP2020 20:45 


Mild 





26SEP2020 21:40 


Mild 





27SEP2020 22:25 





28SEP2020 22:30 





29SEP2020 22:30 





30SEP2020 22:30 





010CT2020 22:30 





160CT2020 8:50 





170CT2020 21:00 





180CT2020 21:00 





190CT2020 21:00 





200CT2020 21:00 





210CT2020 21:30 








22SEP2020 21:00 





23SEP2020 21:00 





24SEP2020 21:08 














25SEP2020 21:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049752 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10352 


4 


26SEP2020 22:25 


No 





27SEP2020 22:34 


No 





28SEP2020 23:06 


No 





130CT2020 21:30 


Mild 





140CT2020 22:05 


Moderate 





150CT2020 23:20 


Mild 





160CT2020 23:50 





170CT2020 23:52 





180CT2020 22:50 





190CT2020 22:41 








22SEP2020 19:00 


Severe 





23SEP2020 19:00 


Moderate 





24SEP2020 20:00 


Moderate 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 














130CT2020 22:00 








Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049753 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10353 


22 


1 


140CT2020 22:00 


Yes 


Severe 





23 


150CT2020 22:00 


Yes 


Mild 





24 


160CT2020 22:00 


No 





170CT2020 22:00 


No 





180CT2020 22:00 


No 





190CT2020 22:00 


No 








23SEP2020 19:30 


No 





24SEP2020 19:30 


Moderate 





25SEP2020 19:30 


Moderate 





26SEP2020 20:30 


Moderate 





27SEP2020 19:15 


Moderate 





28SEP2020 19:30 


Moderate 





29SEP2020 19:10 


Moderate 





140CT2020 20:15 


Severe 





150CT2020 19:00 


Severe 





160CT2020 18:30 


Mild 





170CT2020 18:30 


Mild 














180CT2020 19:30 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049754 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10358 


26 


5 


190CT2020 19:00 


Yes 


Mild 





27 


6 


200CT2020 18:30 


Yes 


Mild 





28 


7 


210CT2020 











23SEP2020 21:00 





24SEP2020 21:15 





25SEP2020 22:00 





26SEP2020 22:00 





27SEP2020 22:00 





28SEP2020 22:00 





29SEP2020 21:30 





140CT2020 22:00 





150CT2020 21:30 





160CT2020 21:30 





170CT2020 22:00 





180CT2020 22:00 





190CT2020 21:30 














200CT2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049755 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10361 


25SEP2020 22:30 


Yes 


Mild 





26SEP2020 22:15 


Yes 


Moderate 





27SEP2020 23:00 


Yes 


Mild 





28SEP2020 22:40 


No 





29SEP2020 22:50 


No 





30SEP2020 23:10 


No 





010CT2020 22:50 


No 





160CT2020 22:35 


Moderate 





170CT2020 23:00 


Moderate 





180CT2020 23:30 





190CT2020 23:00 





200CT2020 22:30 





210CT2020 22:30 





220CT2020 8:50 








25SEP2020 21:00 





26SEP2020 20:45 





27SEP2020 20:45 














28SEP2020 20:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049756 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10362 


4 


29SEP2020 20:45 


No 





30SEP2020 20:45 


No 





010CT2020 20:45 


No 





160CT2020 20:00 





170CT2020 20:00 





180CT2020 20:00 





190CT2020 20:00 





200CT2020 20:00 





210CT2020 20:00 





220CT2020 8:52 








25SEP2020 21:30 





26SEP2020 21:30 





27SEP2020 21:30 





28SEP2020 22:00 





29SEP2020 22:00 





30SEP2020 22:00 





010CT2020 21:45 














160CT2020 21:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049757 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b1 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10363 


22 


1 


170CT2020 21:45 


Yes Mild 





23 


180CT2020 22:30 


No 





24 


190CT2020 22:00 


No 





25 


200CT2020 22:10 


No 





26 


210CT2020 22:00 


No 





27 


220CT2020 9:08 


No 





28 


230CT2020 











25SEP2020 22:00 





26SEP2020 22:00 





27SEP2020 22:00 





28SEP2020 22:00 





29SEP2020 22:00 





30SEP2020 22:00 





010CT2020 22:00 





020CT2020 





160CT2020 21:00 














170CT2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049758 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10364 


23 


2 


180CT2020 20:30 


No 





24 


190CT2020 21:10 


No 





25 


200CT2020 20:40 


No 





26 


210CT2020 22:00 


No 





220CT2020 





3 
4 
5 
6 
7 


230CT2020 








23SEP2020 20:00 


Mild 





24SEP2020 20:00 


Severe 





25SEP2020 20:00 


Mild 





26SEP2020 20:20 





27SEP2020 20:20 





28SEP2020 20:00 





29SEP2020 21:00 





140CT2020 21:00 


Moderate 





150CT2020 21:00 


Moderate 





160CT2020 21:00 


Mild 





170CT2020 21:30 














180CT2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049759 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-1: Listing of diary compliance systemic reactions - BNT162b1 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b1 


Worst severity/ 
Intensity 





30 yg Older 10365 


26 


5 


190CT2020 20:00 


Yes 


Mild 





6 


200CT2020 20:00 


Yes 


Mild 








23SEP2020 21:00 


No 





24SEP2020 21:00 


No 





25SEP2020 21:04 


No 





26SEP2020 21:10 


No 





27SEP2020 21:15 


No 





28SEP2020 21:01 


No 





29SEP2020 21:00 


No 





140CT2020 0:20 


Severe 





150CT2020 21:20 


Severe 





160CT2020 21:00 


Moderate 





170CT2020 21:00 





180CT2020 21:00 





190CT2020 21:15 





200CT2020 20:55 














210CT2020 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049760 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10015 


Day 1 


29APR2020 
9:23 


29APR2020 
9:23 


0.5 mL 


Upper 


Yes 





Day 22 


20MAY2020 
8:36 


20MAY2020 
8:36 


0.5 mL 


Upper 


Yes 





Day 1 


29APR2020 
9:53 


29APR2020 
9:53 


0.5 mL 


Upper 


Yes 





Day 22 


20MAY2020 
8:51 


20MAY2020 
8:51 


0.5 mL 


Upper 


Yes 





Day 1 


O5MAY2020 
9:33 


O5MAY2020 
9:33 


0.5 mL 


Upper 


Yes 





Day 22 


26MAY2020 
8:51 


26MAY2020 
8:51 


0.5 mL 


Upper 


Yes 





Day 1 


O5MAY2020 
9:06 


O5MAY2020 
9:06 


0.5 mL 


Upper 


Yes 





Day 22 


26MAY2020 
8:36 


26MAY2020 
8:36 


0.5 mL 


Upper 


Yes 





10033 








Day 1 





O5MAY2020 
10:03 





O5MAY2020 
10:03 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049761 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10033 


Day 22 


26MAY2020 
9:06 


26MAY2020 
9:06 


0.5 mL 


Upper 


Yes 





10036 


Day 1 


O8MAY2020 
8:30 


O8MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 22 


29MAY2020 
8:30 


29MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


O8MAY2020 
8:51 


O8MAY2020 
8:51 


0.5 mL 


Upper 


Yes 





Day 22 


29MAY2020 
9:00 


29MAY2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 1 


O8MAY2020 
9:06 


O8MAY2020 
9:06 


0.5 mL 


Upper 


Yes 





Day 22 


29MAY2020 
9:30 


29MAY2020 
9:30 


0.5 mL 


Upper 


Yes 








Day 1 


O8MAY2020 
9:22 


O8MAY2020 
9:22 


0.5 mL 


Upper 


Yes 








Day 22 





29MAY2020 
10:00 





29MAY2020 
10:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049762 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10045 


Day 1 


O5MAY2020 
10:33 


O5MAY2020 
10:33 


0.5 mL 


Upper 


Yes 





Day 22 


26MAY2020 
9:25 


26MAY2020 
9:25 


0.5 mL 


Upper 


Yes 





Day 1 


O8MAY2020 
9:36 


O8MAY2020 
9:36 


0.5 mL 


Upper 


Yes 





Day 22 


29MAY2020 
10:30 


29MAY2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


O8MAY2020 
9:51 


O8MAY2020 
9:51 


0.5 mL 


Upper 


Yes 





Day 22 


29MAY2020 
11:00 


29MAY2020 
11:00 


0.5 mL 


Upper 


Yes 





Day 1 


31JUL2020 
8:00 


31JUL2020 
8:00 


0.5 mL 


Upper 


Yes 





Day 22 


21AUG2020 
11:00 


21AUG2020 
11:00 


0.5 mL 


Upper 


Yes 





10194 








Day 1 





22JUL2020 
8:00 





22JUL2020 
8:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049763 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10194 | Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
8:30 8:30 


10198 /Day1 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
8:15 8:15 


Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
8:45 8:45 


Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
10:30 10:30 







































































Admin = administration. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049764 
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090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10212 | Day1 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
9:15 9:15 


Day 22 | 12AUG2020 | 12AUG2020 0.5 mL Upper Yes 
11:00 11:00 


Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 21AUG2020 | 21AUG2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
8:15 8:15 


Day 22 | 21AUG2020 | 21AUG2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 21AUG2020 | 21AUG2020 0.5 mL Upper Yes 
9:00 9:00 


10226 | Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
8:45 8:45 







































































Admin = administration. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10226 


Day 22 


21AUG2020 
9:30 


21AUG2020 
9:30 


0.5 mL 


Upper 


Yes 





10227 


Day 1 


31JUL2020 
9:15 


31JUL2020 
9:15 


0.5 mL 


Upper 


Yes 





Day 22 


21AUG2020 
10:30 


21AUG2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


24APR2020 
10:15 


24APR2020 
10:15 


0.5 mL 


Upper 


Yes 





Day 22 


15MAY2020 
8:30 


15MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


28APR2020 
8:30 


28APR2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 22 


19MAY2020 
8:30 


19MAY2020 
8:30 


0.5 mL 


Upper 


Yes 








Day 1 


24APR2020 
9:15 


24APR2020 
9:15 


0.5 mL 


Upper 


Yes 








Day 22 





15MAY2020 
9:00 





15MAY2020 
9:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049766 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10005 


Day 1 


24APR2020 
11:15 


24APR2020 
11:15 


0.5 mL 


Upper 


Yes 





Day 22 


15MAY2020 
9:30 


15MAY2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 1 


28APR2020 
9:00 


28APR2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 22 


19MAY2020 
8:45 


19MAY2020 
8:45 


0.5 mL 


Upper 


Yes 





Day 1 


23APR2020 
11:08 


23APR2020 
11:08 


0.5 mL 


Upper 


Yes 





Day 22 


14MAY2020 
8:30 


14MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


28APR2020 
9:30 


28APR2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 22 


19MAY2020 
9:00 


19MAY2020 
9:00 


0.5 mL 


Upper 


Yes 





10009 








Day 1 





28APR2020 
10:00 





28APR2020 
10:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


(Page 7 of 25) 


Page 256 





FDA-CBER-2021-5683-0049767 


BioNTech RNA Pharmaceuticals GmbH / BNT162b1 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


Epi/Pandem- 
ic related 
interruption 





10009 


Day 22 


19MAY2020 
9:15 


19MAY2020 
9:15 


0.5 mL 


Upper 


Yes 





10010 


Day 1 


24APR2020 
12:15 


24APR2020 
12:15 


0.5 mL 


Upper 


Yes 





10011 


Day 1 


24APR2020 
13:15 


24APR2020 
13:15 


0.5 mL 


Upper 


Yes 





Day 22 


15MAY2020 
10:00 


15MAY2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 1 


28APR2020 
10:30 


28APR2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 22 


19MAY2020 
9:30 


19MAY2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 1 


28APR2020 
11:00 


28APR2020 
11:00 


0.5 mL 


Upper 


Yes 





Day 22 


19MAY2020 
9:45 


19MAY2020 
9:45 


0.5 mL 


Upper 


Yes 





20 ug 
Younger 





10151 





Day 1 





16JUL2020 
8:00 





16JUL2020 
8:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049768 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10151 | Day 22 | O6AUG2020 | O6AUG2020 0.5 mL Upper Yes 
8:00 8:00 


10171 | Day 1 16JUL2020 | 16JUL2020 0.5 mL Upper Yes 
8:15 8:15 


Day 22 | 06AUG2020 | O6AUG2020 0.5 mL Upper Yes 
8:15 8:15 


Day 1 16JUL2020 | 16JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 06AUG2020 | O6AUG2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 16JUL2020 | 16JUL2020 0.5 mL Upper Yes 
8:45 8:45 


Day 22 | 06AUG2020 | O6AUG2020 0.5 mL Upper Yes 
8:45 8:45 


Day 1 16JUL2020 | 16JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 06AUG2020 | O6AUG2020 0.5 mL Upper Yes 
9:00 9:00 







































































Admin = administration. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10176 


Day 1 


16JUL2020 
9:15 


16JUL2020 
9:15 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
9:15 


06AUG2020 
9:15 


0.5 mL 


Upper 


Yes 





Day 1 


16JUL2020 
9:30 


16JUL2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
9:30 


06AUG2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 1 


16JUL2020 
9:45 


16JUL2020 
9:45 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
9:45 


06AUG2020 
9:45 


0.5 mL 


Upper 


Yes 





Day 1 


16JUL2020 
10:00 


16JUL2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
10:00 


06AUG2020 
10:00 


0.5 mL 


Upper 


Yes 





10182 








Day 1 





16JUL2020 
10:15 





16JUL2020 
10:15 





0.5 mL 














Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049770 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10183 


Day 1 


16JUL2020 
10:30 


16JUL2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
10:15 


06AUG2020 
10:15 


0.5 mL 


Upper 


Yes 





Day 1 


16JUL2020 
10:45 


16JUL2020 
10:45 


0.5 mL 


Upper 


Yes 





Day 22 


06AUG2020 
10:30 


06AUG2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


29APR2020 
9:03 


29APR2020 
9:03 


0.5 mL 


Upper 


Yes 





Day 22 


20MAY2020 
8:30 


20MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


29APR2020 
10:06 


29APR2020 
10:06 


0.5 mL 


Upper 


Yes 





Day 22 


20MAY2020 
8:45 


20MAY2020 
8:45 


0.5 mL 


Upper 


Yes 





10021 








Day 1 





O5MAY2020 
8:30 





O5MAY2020 
8:30 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049771 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10021 


Day 22 


26MAY2020 
8:30 


26MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





10028 


Day 1 


O7MAY2020 
8:30 


07MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 22 


28MAY2020 
8:30 


28MAY2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


O7MAY2020 
9:00 


07MAY2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 22 


28MAY2020 
9:00 


28MAY2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 1 


O5MAY2020 
9:00 


O5MAY2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 22 


26MAY2020 
8:45 


26MAY2020 
8:45 


0.5 mL 


Upper 


Yes 








Day 1 


O5MAY2020 
9:30 


O5MAY2020 
9:30 


0.5 mL 


Upper 


Yes 








Day 22 





26MAY2020 
9:00 





26MAY2020 
9:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049772 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10037 


Day 1 


O5MAY2020 
10:00 


O5MAY2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


26MAY2020 
9:15 


26MAY2020 
9:15 


0.5 mL 


Upper 


Yes 





Day 1 


O7MAY2020 
9:30 


07MAY2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 22 


28MAY2020 
9:30 


28MAY2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 1 


07MAY2020 
10:00 


07MAY2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


28MAY2020 
10:00 


28MAY2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 1 


O07MAY2020 
10:30 


07MAY2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 22 


28MAY2020 
10:00 


28MAY2020 
10:00 


0.5 mL 


Upper 


Yes 





10047 








Day 1 





O7MAY2020 
11:00 





07MAY2020 
11:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049773 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10047 


Day 22 


28MAY2020 
11:00 


28MAY2020 
11:00 


0.5 mL 


Upper 


Yes 





10049 


Day 1 


12MAY2020 
9:10 


12MAY2020 
9:10 


0.25 mL 


Upper 


Yes 





Day 22 


02JUN2020 
8:30 


02JUN2020 
8:30 


0.25 mL 


Upper 


Yes 





Day 1 


15MAY2020 
8:45 


15MAY2020 
8:45 


0.25 mL 


Upper 


Yes 





Day 1 


12MAY2020 
10:13 


12MAY2020 
10:13 


0.25 mL 


Upper 


Yes 





Day 22 


02JUN2020 
8:45 


02JUN2020 
8:45 


0.25 mL 


Upper 


Yes 





Day 1 


13MAY2020 
9:13 


13MAY2020 
9:13 


0.25 mL 


Upper 


Yes 





Day 22 


03JUN2020 
8:30 


03JUN2020 
8:30 


0.25 mL 


Upper 


Yes 





10056 








Day 1 





13MAY2020 
10:16 





13MAY2020 
10:16 











0.25 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049774 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10056 


Day 22 


03JUN2020 
9:00 


03JUN2020 
9:00 


0.25 mL 


Upper 


Yes 





10057 


Day 1 


15MAY2020 
9:15 


15MAY2020 
9:15 


0.25 mL 


Upper 


Yes 





Day 22 


05JUN2020 
8:30 


05JUN2020 
8:30 


0.25 mL 


Upper 


Yes 





Day 1 


13MAY2020 
10:46 


13MAY2020 
10:46 


0.25 mL 


Upper 


Yes 





Day 22 


03JUN2020 
9:30 


03JUN2020 
9:30 


0.25 mL 


Upper 


Yes 





Day 1 


13MAY2020 
11:16 


13MAY2020 
11:16 


0.25 mL 


Upper 


Yes 





Day 22 


03JUN2020 
10:00 


03JUN2020 
10:00 


0.25 mL 


Upper 


Yes 








Day 1 


15MAY2020 
9:45 


15MAY2020 
9:45 


0.25 mL 


Upper 


Yes 








Day 22 





05JUN2020 
9:00 





05JUN2020 
9:00 











0.25 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049775 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10068 


Day 1 


15MAY2020 
10:15 


15MAY2020 
10:15 


0.25 mL 


Upper 


Yes 





Day 22 


05JUN2020 
9:30 


O5JUN2020 
9:30 


0.25 mL 


Upper 


Yes 





Day 1 


15MAY2020 
10:45 


15MAY2020 
10:45 


0.25 mL 


Upper 


Yes 





Day 22 


05JUN2020 
10:00 


05JUN2020 
10:00 


0.25 mL 


Upper 


Yes 





Day 1 


15MAY2020 
11:15 


15MAY2020 
11:15 


0.25 mL 


Upper 


Yes 





Day 22 


05JUN2020 
10:30 


05JUN2020 
10:30 


0.25 mL 


Upper 


Yes 





10066 


Day 1 


19MAY2020 
8:36 


19MAY2020 
8:36 


0.3 mL 


Upper 


Yes 





10075 


Day 1 


22MAY2020 
8:50 


22MAY2020 
8:50 


0.3 mL 


Upper 


Yes 





10076 








Day 1 





22MAY2020 
9:20 





22MAY2020 
9:20 











0.3 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049776 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b1 


Epi/Pandem- 
ic related 
interruption 





10078 


Day 1 


22MAY2020 
9:50 


22MAY2020 
9:50 


0.3 mL 


Upper 


Yes 





10083 


Day 1 


20MAY2020 
9:15 


20MAY2020 
9:15 


0.3 mL 


Upper 


Yes 





10084 


Day 1 


22MAY2020 
10:20 


22MAY2020 
10:20 


0.3 mL 


Upper 


Yes 





10085 


Day 1 


22MAY2020 
10:50 


22MAY2020 
10:50 


0.3 mL 


Upper 


Yes 





10089 


Day 1 


20MAY2020 
9:45 


20MAY2020 
9:45 


0.3 mL 


Upper 


Yes 





10093 


Day 1 


20MAY2020 
10:15 


20MAY2020 
10:15 


0.3 mL 


Upper 


Yes 





10096 


Day 1 


19MAY2020 
9:08 


19MAY2020 
9:08 


0.3 mL 


Upper 


Yes 





10103 


Day 1 


22MAY2020 
11:32 


22MAY2020 
11:32 


0.3 mL 


Upper 


Yes 





10104 








Day 1 





20MAY2020 
10:45 





20MAY2020 
10:45 











0.3 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049777 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10273 | Day1 27AUG2020 | 27AUG2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 17SEP2020 | 17SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 27AUG2020 | 27AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 17SEP2020 | 17SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
9:33 9:33 


Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 27AUG2020 | 27AUG2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 17SEP2020 | 17SEP2020 0.5 mL Upper Yes 
9:31 9:31 


10286 | Day 1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
8:30 8:30 







































































Admin = administration. 





Program: Lfsaf_Exp_1.sas (Page 18 of 25) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10286 |Day 22 | 15SEP2020 | 15SEP2020 0.5 mL Upper Yes 
8:30 8:30 


10287 | Day1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 15SEP2020 | 15SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 15SEP2020 | 15SEP2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 15SEP2020 | 15SEP2020 0.5 mL Upper Yes 
10:00 10:00 







































































Admin = administration. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Page 268 


BioNTech RNA Pharmaceuticals GmbH / BNT162b1 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


Epi/Pandem- 
ic related 
interruption 





10292 


Day 1 


27AUG2020 
10:00 


27AUG2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


17SEP2020 
10:00 


17SEP2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 1 


27AUG2020 
10:30 


27AUG2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 22 


17SEP2020 
10:30 


17SEP2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


27AUG2020 
11:00 


27AUG2020 
11:00 


0.5 mL 


Upper 


Yes 





Day 22 


17SEP2020 
11:00 


17SEP2020 
11:00 


0.5 mL 


Upper 


Yes 





Day 1 


O9SEP2020 
9:00 


O9SEP2020 
9:00 


0.5 mL 


Upper 


Yes 





Day 22 


30SEP2020 
9:00 


30SEP2020 
9:00 


0.5 mL 


Upper 


Yes 





20211 








Day 1 





O08SEP2020 
8:00 





O8SEP2020 
8:00 











0.5 mL 








Upper 








Yes 














Admin = administration. 


Program: Lfsaf_Exp_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049780 


090177e1959f7376\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20211 | Day 22 | 30SEP2020 | 30SEP2020 0.5 mL Upper Yes 
8:00 8:00 


20220 | Day 1 O8SEP2020 | O8SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 30SEP2020 | 30SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
11:30 11:30 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
11:30 11:30 


Day 1 O9SEP2020 | O9SEP2020 0.5 mL Upper Yes 
9:30 9:30 























Day 22 | 30SEP2020 | 30SEP2020 0.5 mL Upper Yes 
9:30 9:30 





Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
10:30 10:30 


















































Admin = administration. 





Program: Lfsaf_Exp_1.sas (Page 21 of 25) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049781 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20237 | Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
11:00 11:00 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
11:00 11:00 























Day 1 O9SEP2020 | O9SEP2020 0.5 mL Upper Yes 
10:30 10:30 





Day 22 | 30SEP2020 | 30SEP2020 0.5 mL Upper Yes 
10:00 10:00 


20242 | Day 1 O9SEP2020 | O9SEP2020 0.5 mL Upper Yes 
10:00 10:00 


















































Admin = administration. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b1 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20243 | Day 1 11SEP2020 | 11SEP2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 020CT2020 | 020CT2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 25SEP2020 | 25SEP2020 0.5 mL Upper Yes 
8:20 8:20 


Day 22 | 160CT2020 | 160CT2020 0.5 mL Upper Yes 
8:20 8:20 


Day 1 25SEP2020 | 25SEP2020 0.5 mL Upper Yes 
8:50 8:50 


Day 22 | 160CT2020 | 160CT2020 0.5 mL Upper Yes 
8:50 8:50 























Day 1 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
8:20 8:20 





Day 22 | 130CT2020 | 130CT2020 0.5 mL Upper Yes 
8:33 8:33 


10353 | Day 1 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
8:50 8:50 


















































Admin = administration. 
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BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10353 | Day 22 | 130CT2020 | 130CT2020 0.5 mL Upper Yes 
9:01 9:01 


10358 | Day 1 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
8:31 8:31 


Day 22 | 140CT2020 | 140CT2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 23SEP2020 | 23SEP2020 0.5 mL Upper No a minute early, by 
9:00 9:00 mistake. The dosing 
interval to the 
previous subject 
was 29 minutes 
instead of 30 
minutes. 














Day 22 | 140CT2020 | 140CT2020 
9:00 9:00 


Day 1 25SEP2020 | 25SEP2020 
9:20 9:20 


Day 22 | 160CT2020 | 160CT2020 
9:20 9:20 


Day 1 25SEP2020 | 25SEP2020 
9:50 9:50 


Day 22 | 160CT2020 | 160CT2020 
9:50 9:50 



























































Admin = administration. 
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BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-1: Listing of drug exposure - BNT162b1 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


10363 | Day 1 25SEP2020 | 25SEP2020 0.5 mL Upper Yes 
10:20 10:20 


Day 22 | 160CT2020 | 160CT2020 0.5 mL Upper Yes 
10:20 10:20 


Day 1 25SEP2020 | 25SEP2020 0.5 mL Upper Yes 
10:50 10:50 


Day 22 | 160CT2020 | 160CT2020 0.5 mL Upper Yes 
10:50 10:50 


Day 1 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
9:43 9:43 


Day 22 | 140CT2020 | 140CT2020 0.5 mL Upper Yes 
9:30 9:30 























Day 1 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
10:13 10:13 





Day 22 | 140CT2020 | 140CT2020 0.5 mL Upper Yes 
10:00 10:00 















































Admin = administration. 
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BNT 162-01 
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Created on 20NOV2020 


Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





1 ug Younger 


20153 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20154 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20157 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20158 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20160 


Yes 


No 


Yes 


Yes 


Yes 


No 


No 


Yes 





20163 


Yes 


Yes 


Yes 


Yes 


Yes 





20164 


Yes 


Yes 


Yes 


Yes 


Yes 





20166 


Yes 


Yes 


Yes 


Yes 


Yes 





20171 


Yes 


Yes 


Yes 


Yes 


Yes 





20181 


Yes 


Yes 


Yes 


Yes 


Yes 





20188 


Yes 


Yes 


Yes 


Yes 


Yes 








20189 





Yes 








Yes 





Yes 





Yes 











Yes 





Program: Lbase_Disp_4_1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





3 ug Younger 


20176 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20185 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20191 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20192 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20193 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20194 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20195 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20197 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20200 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20201 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20203 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








20204 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





10 yg 
Younger 


20101 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20102 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20103 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20104 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20105 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20110 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20111 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20114 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20116 


Yes 


No 


Yes 


Yes 


No 


No 


No 


No 





20117 


Yes 


Yes 


Yes 





20118 


Yes 


Yes 


Yes 








20121 





Yes 








Yes 





Yes 

















Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





20 ug 
Younger 


20156 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20159 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20168 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20172 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20173 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20174 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20175 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20177 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20178 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20179 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20180 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








20183 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





30 Ug 
Younger 


20127 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20128 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20134 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20137 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20138 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20142 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20143 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20144 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20145 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20149 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20150 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








20155 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





10 ug Older 


10261 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10263 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10265 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10267 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10268 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10269 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10275 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10276 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10277 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10279 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10299 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10300 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





20 ug Older 


20208 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20214 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20215 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20216 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20221 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20222 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20223 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20224 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20225 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20226 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





20229 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








20233 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.1-4.1-3: Listing of subjects’ inclusion in analysis sets - BNT162b2 


Safety set 


Dose group 


Subject number 


Safety set 
(SAF) 


Safety boost set 
(SAFB) 


Immunogenicity 
set (IMM) 


Prime + 7 Days 
completers set 
(CP7) 


Prime to Boost 
or Prime + 28 
Days 
completers set 
(CPBP28) 


Boost + 7 Days 
completers set 
(CB7) 


Boost + 28 
Days 
completers set 
(CB28) 


BNT162b2 


Prime or Boost 
+ 28 Days 
completers set 
(CPB28) 





30 pg Older 


10272 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10303 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10305 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10306 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10308 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10309 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10310 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10314 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10316 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10319 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 





10323 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 


Yes 








10324 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Yes 





Program: Lbase_Disp_4_ 1.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT162-01 Created on 20NOV2020 


Listing 16.2.1-6.1-3: Listing of prior medication - BNT162b2 
Safety set 


Sub- Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 





10324 Ibuprofen Tbl Ibuprofen Antiinflammatory | 31AUG2020 | 31AUG2020 Intermittent 
And 20:00 20:00 Headache 
Antirheumatic 
Products 









































Therapeutic class is ATC level 2. Prior medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


Dose 


BNT162b2 


Indication 





20154 


wound-cleaning 
with PVP-lodine 


Povidone-lodine 


Antiseptics And 
Disinfectants 


26JUL2020 
21:00 


26JUL2020 
21:10 


Topical 


3g 


Dog Bite 





20158 


Azithromycin 


Azithromycin 


Antibacterials For 
Systemic Use 


10AUG2020 
11:00 


12AUG2020 
11:00 


Oral 


500 mg 


Tonsilitis 





20185 


Trisiston 


Ethinylestradiol;levonorg 


estrel 


Sex Hormones 
And Modulators 
Of The Genital 
System 


1992 


Oral 


1 Tablet 


Contraception 





Paracetamol 


Paracetamol 


Analgesics 


29JUL2020 
18:00 


29JUL2020 
18:00 


Oral 


Toothache 





Paracetamol 


Paracetamol 


Analgesics 


29JUL2020 
23:00 


29JUL2020 
23:00 


Oral 


Toothache 














Gentamicin- 
POS 5,0mg/g 
Augensalbe 





Gentamicin Sulfate 





Antibiotics And 
Chemotherapeuti 
cs For 
Dermatological 
Use 





11AUG2020 
6:30 





15AUG2020 
6:30 








Conjunc 
tival 











Blepharitis 





090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 1 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


BNT162b2 


Indication 





20200 


Velafee 


Dienogest;ethinylestradio 
| 


Sex Hormones 
And Modulators 
Of The Genital 
System 


APR2019 


Contraception 








Anginosan 


Polihexanide 


Throat 
Preparations 


29AUG2020 
23:30 


29AUG2020 
23:30 


1 Tablet 


Sore Throat 





Anginosan 


Polihexanide 


Throat 
Preparations 


30AUG2020 
9:00 


30AUG2020 
23:00 


4 Tablet 


Sore Throat 





Lemocin 


Cetrimonium 
Bromide;lidocaine;tyrothr 
icin 


Throat 
Preparations 


13AUG2020 
19:00 


13AUG2020 
20:00 


2 Tablet 


Sore Throat 





Lemocin 


Cetrimonium 
Bromide;lidocaine;tyrothr 
icin 


Throat 
Preparations 


18AUG2020 
15:00 


19AUG2020 
20:00 


5 Tablet 


Sore Throat 











Lemocin 





Cetrimonium 
Bromide;lidocaine;tyrothr 
icin 





Throat 
Preparations 





01SEP2020 
8:00 





02SEP2020 
23:00 











4 Tablet 








Sore Throat 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 2 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 
ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b2 


Indication 





20201 





Lemocin 


Cetrimonium 


Bromide;lidocaine;tyrothr 


icin 


Throat 
Preparations 


O05SEP2020 
10:00 


10SEP2020 
22:00 


5 Tablet 


Sore Throat 





Macrogol Hexal 


Macrogol 


Drugs For 
Constipation 


14SEP2020 
17:00 


30SEP2020 
20:00 


1 PACK 
DOSIN 
G UNIT 


Suspicion Of 
Perianal 
Thrombosis 





Desogestrel;estradiol 


Sex Hormones 
And Modulators 
Of The Genital 
System 


2010 


1 Tablet 


Contraception 





Paracetamol 


Paracetamol 


Analgesics 


06AUG2020 
16:30 


06AUG2020 
16:30 


Oral 


500 mg 


Headache 





Paracetamol 


Paracetamol 


Analgesics 


01SEP2020 
19:00 


01SEP2020 
19:00 


Oral 


500 mg 


Headache 











Paracetamol 





Paracetamol 





Analgesics 





O08SEP2020 
16:00 





O08SEP2020 
16:00 








Oral 





500 mg 








Tooth Ache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


Route 


BNT162b2 


Indication 





20201 


Paracetamol 


Paracetamol 


Analgesics 


O08SEP2020 
21:30 


O08SEP2020 
21:30 


Oral 


Tooth Ache 





Postericort 
(balm) 


Hydrocortisone Acetate 


Vasoprotectives 


14SEP2020 
17:00 


20SEP2020 
23:00 


Rectal 


Suspicion Of 
Perianal 
Thrombosis 





Fenistil 


Dimetindene Maleate 


Antipruritics, Incl. 
Antihistamines, 
Anesthetics, Etc. 


16AUG2020 
16:00 


19AUG2020 
20:50 


Transde 
rmal 


Wasp Sting, Pain, 
Right Medial Ancle 
And Left Lower 
Arm 





Mirena 


Levonorgestrel 


Other 
Gynecologicals 


SEP2017 


Intraute 
rine 


Contraception 





Paracetamol 


Paracetamol 


Analgesics 


17AUG2020 
21:50 


17AUG2020 
21:50 


Oral 


Wasp Sting, Pain, 
Left Lower Arm 
And Right Medial 
Ancle 





10 pg 
Younger 











Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





17JUN2020 
19:00 





17JUN2020 
19:01 

















Headache 








Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 4 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Indication 


20103 Ibuprofen Ibuprofen Antiinflammatory | 13JUL2020 | 15JUL2020 Sore Throat 
And 11:00 12:00 
Antirheumatic 
Products 


Paracetamol Paracetamol Analgesics O6JUL2020 | 06JUL2020 Flu-L ke Symptoms 
19:10 19:11 


Ibuprofen Ibuprofen Antiinflammatory | 18JUN2020 | 18JUN2020 Medical History, 
And 20:15 20:15 Dysmenorrhea 
Antirheumatic 
Products 


Ibuprofen Ibuprofen Antiinflammatory | 16JUL2020 | 16JUL2020 Medical History, 
And 21:00 21:00 Dysmenorrhea 
Antirheumatic 
Products 

















Paracetamol Paracetamol Analgesics O08JUL2020 | 08JUL2020 Oral 500 mg Flu-L ke Symptoms 
20:45 20:45 





20105 Paracetamol Paracetamol Analgesics 07JUL2020 | 07JUL2020 Oral 500 mg Pain Left Axilla 
6:45 6:45 









































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 5 of 13) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049799 


Page 288 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 





20105 Zovirax Aciclovir Antivirals For O6JUL2020 | 09JUL2020 Topical | pinneed Herpes Pustula 
Systemic Use 20:00 le sized Upperlip 
amount 
3-5 


Ibuprofen Ibuprofen Antiinflammatory | O38JUL2020 | 03JUL2020 600 mg Neck Pain 
And 14:00 14:00 
Antirheumatic 
Products 


Ibuprofen Ibuprofen Antiinflammatory | 04JUL2020 | 04JUL2020 Neck Pain 
And 9:00 9:00 
Antirheumatic 
Products 


Ibuprofen Ibuprofen Antiinflammatory | 04JUL2020 | 04JUL2020 Neck Pain 
And 18:00 18:00 
Antirheumatic 
Products 


Ibuprofen Ibuprofen Antiinflammatory | O05JUL2020 | 05JUL2020 Neck Pain 
And 14:00 14:00 
Antirheumatic 
Products 


Ibuprofen Ibuprofen Antiinflammatory | O6JUL2020 | O6JUL2020 Neck Pain 
And 10:00 10:00 
Antirheumatic 
Products 
























































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 6 of 13) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


BNT162b2 


Indication 





20116 


Arnica D12 


Homeopathic 
Preparation 


All Other 
Therapeutic 
Products 


22JUN2020 
12:00 


26JUN2020 
19:00 


Inflammation Left 
Ear (Upper Auricle) 





Bromelain-POS 


Bromelains 


Other Drugs For 
Disorders Of The 
Musculo-Skeletal 
System 


22JUN2020 
12:00 


22JUN2020 
19:00 


Inflammation Left 
Ear (Upper Auricle) 





Gelomyrtol 


Myrtol 


Cough And Cold 
Preparations 


O06JUL2020 
10:00 


11JUL2020 
18:00 


3 Tablet 


Common Cold 





Ruta D6 


Homeopathic 
Preparation 


All Other 
Therapeutic 
Products 


22JUN2020 
12:00 


26JUN2020 
19:00 


20 
GLOBU 
LI 


Inflammation Left 
Ear (Upper Auricle) 





Tyrosur Gel 


Tyrothricin 


Antibiotics And 
Chemotherapeuti 
cs For 
Dermatological 
Use 


23JUN2020 
10:00 


26JUN2020 
19:00 


Topical 


4mm 


Inflammation Left 
Ear (Upper Auricle) 














Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





29JUN2020 
15:40 





29JUN2020 
15:40 

















Toothache 





090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 7 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 
Safety set 


Sub- . | Medication/ Start date End date 
ject no. . | Therapy Preferred term Therapeutic class and time and time i Route Indication 


20168 Paracetamol Paracetamol Analgesics 07JUL2020 | 07JUL2020 Oral Headache 
9:00 9:00 


20177 NuvaRing Ethinylestradiol;etonoges | Other 03JUL2020 Vaginal Contraception 
trel; Gynecologicals; 20:00 
Ethinylestradiol;etonoges | Other 

trel Gynecologicals 


Paracetamol Paracetamol Analgesics 04AUG2020 | 04AUG2020 Fever,chills 
3:30 3:30 


Paracetamol Paracetamol Analgesics 23AUG2020 | 23AUG2020 Headache 
10:30 10:30 


Glaubersalz- Sodium Sulfate Drugs For O08JUL2020 | 08JUL2020 Tapeworm 
Natriumsulfat- Constipation 10:30 10:30 
Decahydrat 




















Vomisan Homeopathics Nos All Other O8JUL2020 | 08JUL2020 Tapeworm 
Therapeutic 7:00 7:00 mg 
Products 









































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 





Program: Lbase_PCm_6.sas (Page 8 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049802 


Page 291 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b2 


Indication 





20143 


Paracetamol 


Paracetamol 


Analgesics 


16JUL2020 
2:40 


16JUL2020 
2:40 


1000 
mg 


Chills 





20144 


Microgynon 


Ethinylestradiol;levonorg 


estrel 


Sex Hormones 
And Modulators 
Of The Genital 
System 


1995 


1 Tablet 


Contraception 





Paracetamol 


Paracetamol 


Analgesics 


26JUN2020 
5:00 


26JUN2020 
5:00 


Oral 


500 mg 


Headache 





20145 


Paracetamol 


Paracetamol 


Analgesics 


26JUN2020 
11:00 


26JUN2020 
18:00 


Oral 


500 mg 


Headache 





20150 


Paracetamol 


Paracetamol 


Analgesics 


18JUL2020 
0:30 


18JUL2020 
0:30 


Rectal 


1000 
mg 


Arthralgia 





10 pg 
Older 





10275 








Paracetamol 
Tabl. 





Paracetamol 





Analgesics 





10SEP2020 
15:45 





12SEP2020 
4:20 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049803 


BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Route 


BNT162b2 


Indication 





10275 


Rosuvastatin 
Tol 


Rosuvastatin 


Lipid Modifying 
Agents 


NOV2019 


Oral 


Hypercholesterine 
mia 





20215 


Clexane 


Enoxaparin Sodium 


Antithrombotic 
Agents 


140CT2020 


Subcuta 
neous 


Fracture Left Ankle 





Ibuprofen 


Ibuprofen 


Antiinflammatory 
And 
Antirheumatic 
Products 


200CT2020 


Oral 


Fracture Left Ankle 





Pantozol 


Pantoprazole 


Drugs For Acid 
Related Disorders 


200CT2020 


Fracture Left Ankle 





Valoron N 
retard 


Naloxone;tilidine 


Analgesics 


200CT2020 


Fracture Left Ankle 














Ibuprofen 





Ibuprofen 





Antiinflammatory 
And 
Antirheumatic 
Products 





090CT2020 
10:00 





100CT2020 
10:00 

















Gastrointestinal 
Complaints 





090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 10 of 13) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


Listings - 6. Snapshot All TLFs Final 1.0 


End date 
and time 


Dose 


BNT162b2 


Indication 





20233 


Pantoprazol 


Pantoprazole 


Drugs For Acid 
Related Disorders 


O6SEP2020 
22:00 


O6SEP2020 
22:00 


20 mg 


Heartburn 





10272 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


25SEP2020 
8:00 


26SEP2020 
20:00 


500 mg 


Headache 





Velbienne 


Dienogest;estradiol 
Valerate 


Sex Hormones 
And Modulators 
Of The Genital 
System 


SEP2019 


1 Tablet 


Postmenopausal 
Syndrome 





Paracetamol 
Supp. 


Paracetamol 


Analgesics 


25SEP2020 
16:00 


25SEP2020 
16:00 


Rectal 


1000 
mg 


Headache; Muscle 
Pain 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


24SEP2020 
22:00 


25SEP2020 
8:00 


Oral 


500 mg 


Headache; Muscle 
Pain 





10306 











Paracetamol 
Tol. 





Paracetamol 





Analgesics 





01SEP2020 
17:10 





01SEP2020 
17:10 








Oral 





500 mg 








Headache 





Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 


Safety set 


Sub- 


ject no. 


Medication/ 
Therapy 


Preferred term 


Therapeutic class 


Start date 
and time 


End date 
and time 


Route 


BNT162b2 


Dose Indication 





10306 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


22SEP2020 
15:30 


22SEP2020 
15:30 


Oral 


500 mg Headache 





10310 


Paracetamol 
Tol. 


Paracetamol 


Analgesics 


24SEP2020 
11:00 


24SEP2020 
11:00 


Oral 


500 mg Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


24SEP2020 
14:00 


24SEP2020 
14:00 


Oral 


500 mg Headache 





Paracetamol 


Paracetamol 


Analgesics 


010CT2020 
10:30 


010CT2020 
10:30 


Oral 


500 mg Headache 





Paracetamol 
Tol. 


Paracetamol 


Analgesics 


22SEP2020 
14:55 


22SEP2020 
14:55 


Oral 


500 mg Headache 








10324 








Paracetamol 
Tol 





Paracetamol 


Analgesics 








O8SEP2020 
16:00 





08SEP2020 
16:00 








Oral 





500 mg Headache 











Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT162-01 Created on 20NOV2020 


Listing 16.2.1-6.2-3: Listing of concomitant medication - BNT162b2 
Safety set 


Dose Sub- Medication/ Start date End date 
group ject no. . | Therapy Preferred term Therapeutic class and time and time i Route | Dose Indication 





30 ug 10324 Paracetamol Paracetamol Analgesics 30SEP2020 | 30SEP2020 Oral 500 mg Headache 
Older Tbl 18:00 18:00 









































Therapeutic class is ATC level 2. Concomitant medications are coded using WHO Global (Drug Insight) March 2020 B3 standard drug codes. 
BID = twice per day; Med. = medication; no. = number; PRN = as needed; Q4D = every 4 days; QD = daily; QID = 4 times per day; TID = 3 times per day. 


Program: Lbase_PCm_6.sas (Page 13 of 13) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20153 


29JUN2020 21:30 


Yes 


Mild 





30JUN2020 22:00 


No 





01JUL2020 22:00 


No 





02JUL2020 22:30 


No 





O03JUL2020 22:15 


No 





04JUL2020 22:00 


No 





05JUL2020 22:30 


No 





O6JUL2020 22:30 


No 





O07JUL2020 8:20 


No 





20JUL2020 21:30 





21JUL2020 22:00 





22JUL2020 22:00 





23JUL2020 22:15 





24JUL2020 22:00 





25JUL2020 22:10 





26JUL2020 22:00 





27JUL2020 7:15 





20154 














29JUN2020 22:00 











Program: Lsaf_locR_2.sas (Page 1 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20154 


30JUN2020 22:00 


No 





01JUL2020 22:00 


No 





02JUL2020 21:30 


No 





03JUL2020 22:00 


No 





04JUL2020 22:00 


No 





05JUL2020 22:00 


No 





O6JUL2020 22:00 


No 





O07JUL2020 8:10 


No 





20JUL2020 21:00 


No 





21JUL2020 21:30 


No 





22JUL2020 22:00 


No 





23JUL2020 22:00 


No 





24JUL2020 21:30 


No 





25JUL2020 22:00 


No 





26JUL2020 22:00 


No 





27JUL2020 7:16 


No 








29JUN2020 21:00 


No 














30JUN2020 21:00 





No 








Program: Lsaf_locR_2.sas (Page 2 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 


20157 


2 


01JUL2020 21:00 


No 





02JUL2020 21:00 


No 





03JUL2020 21:00 


No 





04JUL2020 21:00 


No 





05JUL2020 21:00 


No 





O6JUL2020 21:00 


No 





O7JUL2020 6:57 


No 





20JUL2020 21:00 


No 





21JUL2020 21:00 


No 





22JUL2020 21:00 


No 





23JUL2020 21:00 


No 





24JUL2020 21:00 


No 





25JUL2020 21:00 


No 





26JUL2020 21:00 


No 





27JUL2020 7:17 


No 











13JUL2020 19:30 


Moderate 














14JUL2020 19:30 





Moderate 








Program: Lsaf_locR_2.sas 


(Page 3 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20158 


2 


15JUL2020 19:30 


No 





16JUL2020 19:30 


No 





17JUL2020 19:15 


No 





18JUL2020 19:20 


No 





19JUL2020 19:30 


No 





20JUL2020 7:56 


No 





03AUG2020 19:30 





04AUG2020 19:20 





05AUG2020 19:30 





06AUG2020 19:25 





07AUG2020 8:40 








29JUN2020 21:51 





30JUN2020 22:00 





01JUL2020 21:45 





02JUL2020 22:10 





O03JUL2020 22:19 





04JUL2020 21:43 














05JUL2020 21:53 











Program: Lsaf_locR_2.sas (Page 4 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20160 


A 


O6JUL2020 22:03 


No 





O7JUL2020 8:25 


No 








29JUN2020 19:40 


No 





30JUN2020 19:40 


No 





01JUL2020 19:40 


No 





02JUL2020 19:40 


No 





03JUL2020 19:40 


No 





04JUL2020 19:40 


No 





05JUL2020 19:40 


No 





O6JUL2020 19:40 


No 





O07JUL2020 7:47 


No 





20JUL2020 19:30 


No 





21JUL2020 19:30 


No 





22JUL2020 19:30 


No 





23JUL2020 19:30 


No 





24JUL2020 19:30 


No 





25JUL2020 19:30 


No 














26JUL2020 19:30 





No 








Program: Lsaf_locR_2.sas (Page 5 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20163 


28 


7 


27JUL2020 19:30 


No 





8 


28JUL2020 7:18 


No 








13JUL2020 19:00 


Moderate 





14JUL2020 23:00 


Moderate 





15JUL2020 22:55 


Mild 





16JUL2020 23:00 





17JUL2020 23:55 





18JUL2020 20:00 





19JUL2020 21:40 





20JUL2020 9:46 





03AUG2020 19:50 





04AUG2020 21:20 





05AUG2020 23:00 





06AUG2020 22:00 





07AUG2020 23:30 





08AUG2020 22:00 





09AUG2020 22:30 














10AUG2020 7:25 











Program: Lsaf_locR_2.sas (Page 6 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 302 





FDA-CBER-2021-5683-0049813 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20166 


29JUN2020 20:00 


No 





30JUN2020 20:00 


No 





01JUL2020 20:00 


No 





02JUL2020 20:00 


No 





03JUL2020 20:00 


No 





04JUL2020 20:00 


No 





05JUL2020 20:00 


No 





O6JUL2020 20:00 


No 





O07JUL2020 9:06 


No 





20JUL2020 20:00 


No 





21JUL2020 20:00 


No 





22JUL2020 20:00 


No 





23JUL2020 20:00 


No 





24JUL2020 20:00 


No 





25JUL2020 20:00 


No 





26JUL2020 20:00 


No 





27JUL2020 9:10 


No 





20171 














13JUL2020 23:10 





No 








Program: Lsaf_locR_2.sas (Page 7 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20171 


14JUL2020 21:20 


No 





15JUL2020 20:46 


No 





16JUL2020 22:05 


No 





17JUL2020 21:27 


No 





18JUL2020 22:15 


No 





19JUL2020 20:35 


No 





20JUL2020 8:52 


No 





03AUG2020 22:10 





04AUG2020 21:15 





05AUG2020 20:32 





06AUG2020 20:14 





07AUG2020 21:10 





08AUG2020 22:21 





09AUG2020 22:27 





10AUG2020 23:08 





11AUG2020 9:27 








28JUL2020 20:10 














29JUL2020 22:00 











Program: Lsaf_locR_2.sas (Page 8 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20181 


2 


30JUL2020 21:30 


No 





31JUL2020 21:30 


No 





01AUG2020 21:15 


No 





02AUG2020 21:00 


No 





03AUG2020 21:30 


No 





04AUG2020 10:08 


No 





18AUG2020 22:00 


No 





19AUG2020 21:30 


No 





20AUG2020 22:00 


No 





21AUG2020 21:45 


No 





22AUG2020 21:45 


No 





23AUG2020 22:00 


No 





24AUG2020 22:15 


No 





25AUG2020 21:30 


No 





26AUG2020 9:22 


No 








28JUL2020 21:00 





29JUL2020 23:00 














30JUL2020 21:00 











Program: Lsaf_locR_2.sas (Page 9 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20188 


3 


31JUL2020 16:00 


No 





01AUG2020 12:00 


No 





02AUG2020 12:00 


No 





03AUG2020 22:00 


No 





04AUG2020 7:15 


No 





18AUG2020 20:00 


No 





19AUG2020 19:30 


No 





20AUG2020 20:00 


No 





21AUG2020 21:00 


No 





22AUG2020 21:30 


No 





23AUG2020 19:30 


No 





24AUG2020 20:00 


No 





25AUG2020 7:15 


No 








28JUL2020 22:35 


No 





29JUL2020 22:00 


No 





30JUL2020 22:45 


No 





31JUL2020 22:30 


No 














01AUG2020 23:15 





No 








Program: Lsaf_locR_2.sas (Page 10 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049817 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20189 


5 


02AUG2020 23:15 


No 





03AUG2020 23:00 


No 





04AUG2020 8:15 


No 





18AUG2020 22:30 


No 





19AUG2020 22:00 


No 





20AUG2020 22:30 


No 





21AUG2020 22:45 


No 





22AUG2020 23:10 


No 





23AUG2020 22:50 


No 





24AUG2020 22:30 


No 





25AUG2020 8:35 


No 





3 ug Younger 





29JUL2020 21:00 


No 





30JUL2020 21:00 


No 





31JUL2020 21:00 


No 





01AUG2020 21:00 


No 





02AUG2020 21:00 


No 





03AUG2020 21:00 


No 














04AUG2020 21:00 





No 








Program: Lsaf_locR_2.sas (Page 11 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20176 


7 


05AUG2020 8:25 


No 





20 


18AUG2020 21:00 


No 





21 


19AUG2020 21:00 


No 





22 


20AUG2020 21:00 


No 





23 


21AUG2020 21:00 


No 





24 


22AUG2020 21:00 


No 





25 


23AUG2020 21:00 


No 





26 


24AUG2020 21:00 


No 





25AUG2020 21:00 


No 





26AUG2020 8:13 


No 








29JUL2020 21:05 





30JUL2020 19:55 





31JUL2020 20:25 





01AUG2020 20:50 





02AUG2020 21:07 





03AUG2020 20:48 





04AUG2020 18:56 














05AUG2020 7:13 











Program: Lsaf_locR_2.sas (Page 12 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20185 


20 


18AUG2020 18:16 


No 





21 


19AUG2020 20:20 


No 





22 


20AUG2020 20:28 


No 





23 


21AUG2020 20:49 


No 





24 


22AUG2020 20:34 


No 





25 


23AUG2020 20:06 


No 





26 


24AUG2020 20:15 


No 





25AUG2020 20:50 


No 





26AUG2020 9:35 


No 








06AUG2020 18:00 





07AUG2020 18:00 





08AUG2020 19:00 





09AUG2020 19:00 





10AUG2020 19:00 





11AUG2020 18:00 





12AUG2020 18:00 





13AUG2020 6:00 














26AUG2020 18:00 











Program: Lsaf_locR_2.sas (Page 13 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20191 


21 


1 


27AUG2020 18:00 


Yes 


Mild 





22 


28AUG2020 18:00 


No 





23 


29AUG2020 18:00 


No 





24 


30AUG2020 18:00 


No 





25 


31AUG2020 17:00 


No 





26 


01SEP2020 18:00 


No 





02SEP2020 19:00 


No 





O3SEP2020 6:00 


No 








28JUL2020 18:00 





29JUL2020 18:00 





30JUL2020 19:00 





31JUL2020 20:00 





01AUG2020 19:00 





02AUG2020 19:00 





03AUG2020 20:00 





04AUG2020 8:54 





18AUG2020 20:00 














19AUG2020 20:00 











Program: Lsaf_locR_2.sas (Page 14 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20192 


23 


2 


20AUG2020 19:00 


No 





24 


21AUG2020 19:00 


No 





25 


22AUG2020 20:00 


No 





26 


23AUG2020 19:00 


No 





24AUG2020 20:00 


No 





3 
4 
5 
6 
7 


25AUG2020 9:18 


No 








29JUL2020 22:50 





30JUL2020 22:40 





31JUL2020 23:10 





01AUG2020 23:15 





02AUG2020 22:15 





03AUG2020 22:46 





04AUG2020 23:45 





05AUG2020 8:05 





18AUG2020 22:35 





19AUG2020 22:45 





20AUG2020 21:50 














21AUG2020 23:40 











Program: Lsaf_locR_2.sas (Page 15 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20193 


24 


4 


22AUG2020 22:50 


No 





25 


23AUG2020 22:45 


No 





24AUG2020 23:00 


No 





25AUG2020 22:50 


No 





5 
6 
7 
8 


26AUG2020 7:40 


No 








29JUL2020 23:00 


No 





30JUL2020 22:00 





31JUL2020 22:00 





01AUG2020 22:00 





02AUG2020 21:00 





03AUG2020 21:30 





04AUG2020 21:00 





05AUG2020 21:00 





O06AUG2020 7:00 





18AUG2020 21:00 





19AUG2020 21:00 





20AUG2020 21:30 














21AUG2020 23:00 











Program: Lsaf_locR_2.sas (Page 16 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20194 


24 


4 


22AUG2020 23:00 


No 





5 


23AUG2020 22:00 


No 





6 


24AUG2020 9:18 


No 








31JUL2020 19:20 


No 





01AUG2020 19:20 





02AUG2020 19:20 





03AUG2020 19:20 





04AUG2020 19:20 





05AUG2020 19:20 





06AUG2020 19:20 





07AUG2020 7:28 





19AUG2020 20:10 





20AUG2020 20:10 





21AUG2020 20:10 





22AUG2020 20:10 





23AUG2020 20:10 





24AUG2020 20:10 














25AUG2020 20:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20195 


26 


7 


26AUG2020 20:10 


No 





9 


28AUG2020 7:05 


No 








28JUL2020 20:37 


No 





29JUL2020 19:40 


No 





30JUL2020 20:14 


No 





31JUL2020 20:16 


No 





01AUG2020 20:03 


No 





02AUG2020 19:58 


No 





03AUG2020 20:27 


No 





04AUG2020 9:36 


No 





18AUG2020 20:23 





19AUG2020 21:57 





20AUG2020 20:43 





21AUG2020 20:25 





22AUG2020 20:47 





23AUG2020 20:18 





24AUG2020 20:34 














25AUG2020 9:05 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20200 





30JUL2020 20:13 


No 





31JUL2020 19:35 


No 





01AUG2020 19:22 


No 





02AUG2020 20:07 


No 





03AUG2020 19:42 


No 





04AUG2020 19:52 


No 





05AUG2020 20:37 


No 





06AUG2020 21:00 


No 





07AUG2020 9:03 


No 





19AUG2020 19:58 


No 





20AUG2020 19:37 


No 





21AUG2020 20:08 


No 





22AUG2020 21:32 


No 





23AUG2020 19:25 


No 





24AUG2020 18:44 


No 





25AUG2020 19:50 


No 





26AUG2020 19:55 


No 














27AUG2020 19:52 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20201 


06AUG2020 21:00 


Yes 


Moderate 





07AUG2020 23:00 


No 





08AUG2020 23:00 


No 





09AUG2020 23:00 


No 





10AUG2020 23:00 


No 





11AUG2020 23:00 


No 





12AUG2020 9:03 


No 





26AUG2020 21:00 





27AUG2020 21:00 





28AUG2020 22:00 





29AUG2020 22:30 





30AUG2020 23:00 





31AUG2020 23:00 





01SEP2020 22:30 





02SEP2020 23:00 





O3SEP2020 10:05 








31JUL2020 19:28 


Mild 














01AUG2020 21:54 





Moderate 








Program: Lsaf_locR_2.sas (Page 20 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20203 


2 


02AUG2020 21:48 


Yes 


Mild 





03AUG2020 22:03 


No 





04AUG2020 21:17 


No 





05AUG2020 23:12 


No 





06AUG2020 22:29 


No 





07AUG2020 8:37 


No 





21AUG2020 21:45 





22AUG2020 22:03 





23AUG2020 22:28 





24AUG2020 23:14 





25AUG2020 21:58 





26AUG2020 20:38 





27AUG2020 22:17 





28AUG2020 7:25 








31JUL2020 21:14 





01AUG2020 21:37 





02AUG2020 21:15 














03AUG2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049828 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





10 ug Younger | 20101 16JUN2020 22:00 Yes Mild 
17JUN2020 22:00 Yes Mild 
18JUN2020 22:00 No 
19JUN2020 22:00 No 
20JUN2020 22:00 No 
3 ug Younger 04AUG2020 21:37 No 
05AUG2020 22:35 No 
06AUG2020 22:06 No 
07AUG2020 8:01 No 
19AUG2020 21:23 
20AUG2020 20:31 
21AUG2020 21:52 
22AUG2020 22:35 
23AUG2020 23:32 
24AUG2020 22:11 
25AUG2020 20:55 
26AUG2020 21:30 
27AUG2020 20:54 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





10 ug Younger | 20101 21JUN2020 22:00 No 
22JUN2020 8:10 No 
07JUL2020 22:00 
08JUL2020 22:00 
O09JUL2020 22:00 
10JUL2020 22:00 
11JUL2020 22:00 
12JUL2020 22:00 
13JUL2020 22:00 
14JUL2020 7:00 
16JUN2020 20:00 Moderate 
17JUN2020 20:00 
18JUN2020 20:00 
19JUN2020 20:00 
20JUN2020 20:00 
21JUN2020 20:00 
22JUN2020 20:00 
23JUN2020 7:19 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20102 


21 


07JUL2020 20:00 


Yes 


Mild 





22 


08JUL2020 20:00 


Yes 


Mild 





23 


09JUL2020 20:00 


No 





24 


10JUL2020 20:00 


No 





25 


11JUL2020 20:00 


No 





26 


12JUL2020 20:00 


No 





13JUL2020 20:00 


No 





14JUL2020 7:25 


No 








15JUN2020 20:09 


No 





16JUN2020 20:29 





17JUN2020 20:17 





18JUN2020 20:19 





19JUN2020 20:23 





20JUN2020 20:30 





21JUN2020 20:27 





22JUN2020 8:34 





O6JUL2020 21:00 














07JUL2020 20:55 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049831 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20103 


23 


2 


O08JUL2020 20:55 


Yes 


Mild 





24 


O09JUL2020 21:04 


No 





25 


10JUL2020 20:49 


No 





26 


11JUL2020 21:00 


No 





12JUL2020 21:06 


No 





3 
4 
5 
6 
7 


13JUL2020 8:47 


No 








16JUN2020 19:45 





17JUN2020 19:45 





18JUN2020 20:00 





19JUN2020 19:43 





20JUN2020 19:47 





21JUN2020 19:41 





22JUN2020 8:58 





07JUL2020 21:00 





O08JUL2020 20:45 





O09JUL2020 20:50 





10JUL2020 20:45 














11JUL2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20104 


26 


5 


12JUL2020 20:55 


No 





6 


13JUL2020 21:00 


No 





7 


14JUL2020 9:18 


No 








16JUN2020 21:12 





17JUN2020 20:05 





18JUN2020 20:01 





19JUN2020 20:04 





20JUN2020 20:00 





21JUN2020 20:07 





22JUN2020 8:35 





O06JUL2020 20:02 





07JUL2020 20:00 





08JUL2020 20:05 





09JUL2020 20:03 





10JUL2020 20:01 





11JUL2020 20:04 





12JUL2020 20:00 














13JUL2020 20:03 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049833 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20105 


8 


14JUL2020 7:30 


No 





20110 


16JUN2020 20:15 


Mild 





17JUN2020 20:30 


Mild 





18JUN2020 20:30 





19JUN2020 20:15 





20JUN2020 20:30 





21JUN2020 20:30 





22JUN2020 7:45 





07JUL2020 20:30 


Mild 





O08JUL2020 20:00 


Moderate 





09JUL2020 20:00 





10JUL2020 20:15 





11JUL2020 20:00 





12JUL2020 20:30 





13JUL2020 21:00 





14JUL2020 7:47 








18JUN2020 21:30 


Moderate 














19JUN2020 22:00 





Moderate 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049834 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20111 


2 


20JUN2020 21:30 


Yes 


Mild 





21JUN2020 21:30 


No 





22JUN2020 21:30 


No 





23JUN2020 22:00 


No 





24JUN2020 9:46 


No 





15JUL2020 21:00 


No 





16JUL2020 21:00 


No 





17JUL2020 21:30 


No 





18JUL2020 21:00 


No 





19JUL2020 21:00 


No 





20JUL2020 22:00 


No 





21JUL2020 21:00 


No 





22JUL2020 21:30 


No 





23JUL2020 9:50 


No 








18JUN2020 22:00 


Moderate 





19JUN2020 22:00 


Moderate 





20JUN2020 22:00 


Mild 














21JUN2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049835 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20114 


4 


22JUN2020 22:00 


No 





23JUN2020 22:00 


No 





24JUN2020 9:00 


No 





O09JUL2020 22:00 


Moderate 





10JUL2020 22:00 


Moderate 





11JUL2020 22:00 


Mild 





12JUL2020 22:00 





13JUL2020 22:00 





14JUL2020 22:00 





15JUL2020 22:00 





16JUL2020 8:45 








18JUN2020 22:04 


Moderate 





19JUN2020 22:52 


Moderate 





20JUN2020 22:13 





21JUN2020 22:07 





22JUN2020 22:24 





23JUN2020 22:02 














24JUN2020 8:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20117 


18JUN2020 19:00 


Yes 


Mild 





19JUN2020 19:00 


Yes 


Mild 





20JUN2020 19:00 


Yes 


Mild 





21JUN2020 19:00 


No 





22JUN2020 19:00 


No 





23JUN2020 19:00 


No 





24JUN2020 8:47 


No 





09JUL2020 20:00 





10JUL2020 20:00 





11JUL2020 20:00 





12JUL2020 20:00 





13JUL2020 9:56 





14JUL2020 20:00 





15JUL2020 20:00 





16JUL2020 20:00 








18JUN2020 22:25 


Mild 





19JUN2020 23:25 


Moderate 














20JUN2020 20:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20118 


3 


21JUN2020 21:35 


No 





4 


22JUN2020 22:00 


No 





23JUN2020 21:45 


No 





24JUN2020 8:07 


No 





O9JUL2020 20:55 


Mild 





10JUL2020 21:00 


Moderate 





11JUL2020 19:35 


Mild 





12JUL2020 21:35 





13JUL2020 21:25 





14JUL2020 20:40 





15JUL2020 21:25 





16JUL2020 5:30 








18JUN2020 22:00 


Moderate 





19JUN2020 22:00 


Moderate 





20JUN2020 22:00 


Mild 





21JUN2020 22:00 





22JUN2020 22:00 














23JUN2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20121 


6 


24JUN2020 9:50 


No 





21 


O09JUL2020 22:00 


Moderate 





22 


10JUL2020 22:00 


Mild 





23 


11JUL2020 22:00 





24 


12JUL2020 22:00 





25 


13JUL2020 22:00 





26 


14JUL2020 22:00 





15JUL2020 22:00 





16JUL2020 10:07 





20 ug Younger 





02JUL2020 23:00 





03JUL2020 21:00 





04JUL2020 22:00 





05JUL2020 22:00 





O6JUL2020 22:00 





07JUL2020 22:00 





O8JUL2020 8:06 





23JUL2020 23:00 


Moderate 














24JUL2020 23:00 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049839 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20156 


23 


2 


25JUL2020 23:00 


Yes 


Mild 





24 


26JUL2020 23:00 


Yes 


Mild 





25 


27JUL2020 23:00 


Yes 


Mild 





26 


28JUL2020 23:00 


Yes 


Mild 





29JUL2020 23:00 


Yes 


Mild 





3 
4 
5 
6 
7 


30JUL2020 9:04 


Yes 


Mild 








01JUL2020 20:13 


Yes 


Moderate 





02JUL2020 20:10 


Yes 


Mild 





03JUL2020 20:16 


Yes 


Mild 





04JUL2020 20:05 


No 





05JUL2020 20:15 


No 





O6JUL2020 20:19 


No 





07JUL2020 21:26 


No 





O8JUL2020 7:36 


No 





22JUL2020 20:00 





23JUL2020 20:06 





24JUL2020 20:05 














25JUL2020 20:11 











Program: Lsaf_locR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049840 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20159 


25 


4 


26JUL2020 20:24 


No 





26 


27JUL2020 20:15 


No 





28JUL2020 20:00 


No 





5 
6 
7 


29JUL2020 7:32 


No 








01JUL2020 21:00 


Moderate 





02JUL2020 22:00 


Moderate 





03JUL2020 22:15 





04JUL2020 21:50 





05JUL2020 22:00 





O6JUL2020 22:05 





07JUL2020 22:00 





O8JUL2020 7:15 





22JUL2020 22:00 





23JUL2020 23:00 





24JUL2020 21:30 





25JUL2020 22:30 





26JUL2020 21:00 














27JUL2020 21:30 











Program: Lsaf_locR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20168 


27 


6 


28JUL2020 22:00 


No 





7 


29JUL2020 7:25 


No 





02JUL2020 19:40 


Moderate 





O03JUL2020 19:50 


Moderate 





04JUL2020 19:45 


Mild 





05JUL2020 19:53 





O6JUL2020 19:47 





07JUL2020 19:45 





O8JUL2020 9:07 





23JUL2020 19:52 





24JUL2020 19:48 





25JUL2020 19:58 





26JUL2020 20:02 





27JUL2020 19:51 





28JUL2020 19:49 





29JUL2020 19:55 





30JUL2020 19:45 








20173 











02JUL2020 19:45 











Program: Lsaf_locR_2.sas 


(Page 35 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049842 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20173 


03JUL2020 20:12 


Yes 


Mild 





04JUL2020 20:05 


No 





05JUL2020 19:55 


No 





O6JUL2020 19:45 


No 





07JUL2020 20:10 


No 





O8JUL2020 8:08 


No 





23JUL2020 21:45 


No 





24JUL2020 22:00 


No 





25JUL2020 22:10 


No 





26JUL2020 21:55 


No 





27JUL2020 21:50 


No 





28JUL2020 22:20 


No 





29JUL2020 20:50 


No 





30JUL2020 8:28 


No 








O6JUL2020 20:00 


Moderate 





07JUL2020 21:30 


Moderate 





O08JUL2020 20:20 


Moderate 














09JUL2020 20:00 











Program: Lsaf_locR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049843 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20174 


4 


10JUL2020 21:20 


No 





5 


11JUL2020 22:00 


No 





12JUL2020 21:30 


No 





13JUL2020 7:37 


No 





=e 


28JUL2020 11:20 





29JUL2020 12:30 





30JUL2020 19:00 





31JUL2020 20:00 





01AUG2020 21:30 





02AUG2020 13:30 





03AUG2020 18:00 





04AUG2020 17:30 





O;/MOINI OI] a! BR] wW]hr 


05AUG2020 16:00 








O06JUL2020 20:01 


Moderate 





07JUL2020 20:10 


Mild 





O08JUL2020 20:02 


Mild 





O09JUL2020 20:00 














10JUL2020 19:47 











Program: Lsaf_locR_2.sas (Page 37 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049844 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20175 


5 


11JUL2020 19:45 


No 





12JUL2020 19:43 


No 





13JUL2020 8:12 


No 





27JUL2020 19:58 


Moderate 





28JUL2020 20:00 


Mild 





29JUL2020 20:07 





30JUL2020 19:44 





31JUL2020 20:15 





01AUG2020 20:05 





02AUG2020 19:42 





03AUG2020 20:10 





04AUG2020 19:15 








O06JUL2020 20:31 





07JUL2020 20:45 





O08JUL2020 20:48 





O09JUL2020 20:41 





10JUL2020 20:51 














11JUL2020 20:44 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049845 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20177 


12JUL2020 20:40 


No 





13JUL2020 20:34 


No 





27JUL2020 20:20 





28JUL2020 20:15 





29JUL2020 20:09 





30JUL2020 20:25 





31JUL2020 20:14 





01AUG2020 20:11 





02AUG2020 20:08 





03AUG2020 20:31 





04AUG2020 20:08 








O6JUL2020 18:30 





07JUL2020 18:30 





O08JUL2020 18:30 





O9JUL2020 18:30 





10JUL2020 18:30 





11JUL2020 18:30 














12JUL2020 18:30 











Program: Lsaf_locR_2.sas (Page 39 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049846 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20178 


7 


13JUL2020 9:40 


No 





21 


27JUL2020 18:00 


No 





22 


28JUL2020 18:30 


No 





23 


29JUL2020 18:30 


No 





24 


30JUL2020 18:00 


No 





25 


31JUL2020 18:30 


No 





26 


01AUG2020 18:00 


No 





02AUG2020 18:00 


No 





03AUG2020 18:30 


No 





04AUG2020 18:30 


No 








O6JUL2020 20:45 





07JUL2020 20:45 





O08JUL2020 20:45 





O9JUL2020 20:45 





10JUL2020 20:45 





11JUL2020 20:45 





12JUL2020 20:45 














13JUL2020 7:49 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049847 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20179 


23 


29JUL2020 20:20 


Yes 


Mild 





24 


30JUL2020 20:20 


Yes 


Mild 





25 


31JUL2020 20:20 


Yes 


Mild 





26 


01AUG2020 20:20 


No 





27 


02AUG2020 20:20 


No 





03AUG2020 20:20 


No 





04AUG2020 20:20 


No 





05AUG2020 7:14 


No 








13JUL2020 21:00 





14JUL2020 22:15 





15JUL2020 22:00 





16JUL2020 22:10 





17JUL2020 21:30 





18JUL2020 22:00 





19JUL2020 21:30 





20JUL2020 8:20 





03AUG2020 21:30 














04AUG2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049848 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20180 


23 


2 


05AUG2020 21:30 


Yes 


Mild 





24 


06AUG2020 21:30 


Yes 


Mild 





25 


07AUG2020 21:30 


No 





26 


08AUG2020 22:00 


No 





09AUG2020 21:30 


No 





3 
4 
5 
6 
7 


10AUG2020 8:34 


No 








13JUL2020 22:30 


Mild 





14JUL2020 22:30 


Moderate 





15JUL2020 22:30 


Mild 





16JUL2020 22:30 


Mild 





17JUL2020 22:30 





18JUL2020 22:30 





19JUL2020 22:30 





20JUL2020 8:15 





03AUG2020 22:00 





04AUG2020 22:00 


Moderate 





05AUG2020 22:00 


Mild 














06AUG2020 22:00 








Mild 





Program: Lsaf_locR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049849 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger | 20183 


25 


4 


07AUG2020 22:00 


Yes 


Mild 





26 


08AUG2020 22:00 


Yes 


Mild 





09AUG2020 22:00 


Yes 


Mild 





5 
6 
7 


10AUG2020 8:47 


No 





30 ug Younger 





22JUN2020 19:46 





23JUN2020 19:55 





24JUN2020 19:50 





25JUN2020 19:40 





26JUN2020 19:35 





27JUN2020 19:30 





28JUN2020 19:40 





29JUN2020 10:09 





14JUL2020 19:40 





15JUL2020 19:45 





16JUL2020 19:50 





17JUL2020 19:40 





18JUL2020 19:50 














19JUL2020 19:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049850 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20127 


6 


20JUL2020 10:03 


No 





20128 


23JUN2020 20:11 


No 





24JUN2020 21:02 


No 





25JUN2020 21:15 


No 





26JUN2020 21:30 


No 





27JUN2020 21:20 


No 





28JUN2020 21:30 


No 





29JUN2020 6:55 


No 





14JUL2020 21:30 


No 





15JUL2020 21:30 





16JUL2020 21:20 





17JUL2020 21:15 





18JUL2020 21:30 





19JUL2020 21:45 





20JUL2020 21:20 





21JUL2020 7:07 








25JUN2020 20:00 














26JUN2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049851 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20134 


2 


27JUN2020 20:45 


No 





28JUN2020 21:00 


No 





29JUN2020 20:00 


No 





30JUN2020 20:30 


No 





01JUL2020 20:30 


No 





02JUL2020 7:10 


No 





15JUL2020 20:00 





16JUL2020 7:30 





17JUL2020 20:33 





18JUL2020 20:45 





19JUL2020 20:15 





20JUL2020 20:21 





21JUL2020 20:22 





22JUL2020 20:50 





23JUL2020 7:26 








23JUN2020 20:16 


Moderate 





24JUN2020 20:30 


Mild 














25JUN2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049852 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20137 


3 


26JUN2020 20:30 


No 





27JUN2020 20:30 


No 





28JUN2020 20:30 


No 





29JUN2020 20:30 


No 





30JUN2020 7:50 


No 





14JUL2020 20:30 


No 





15JUL2020 20:30 





16JUL2020 20:30 





17JUL2020 20:30 





18JUL2020 20:30 





19JUL2020 20:30 





20JUL2020 20:30 





21JUL2020 7:40 








25JUN2020 22:05 


Moderate 





26JUN2020 21:03 


Mild 





27JUN2020 21:00 





28JUN2020 21:02 














29JUN2020 21:01 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 342 





FDA-CBER-2021-5683-0049853 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20138 


5 


30JUN2020 21:00 


No 





01JUL2020 21:00 


No 





02JUL2020 21:30 


No 





15JUL2020 20:55 





16JUL2020 21:30 





17JUL2020 21:00 





18JUL2020 21:05 





19JUL2020 21:00 





20JUL2020 21:00 





21JUL2020 21:15 





22JUL2020 21:10 





23JUL2020 8:15 








25JUN2020 19:04 





26JUN2020 19:03 





27JUN2020 19:04 





28JUN2020 19:03 





29JUN2020 19:04 














30JUN2020 19:02 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049854 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20142 


01JUL2020 19:04 


No 





02JUL2020 9:38 


No 





15JUL2020 19:00 


No 





16JUL2020 19:01 


No 





17JUL2020 19:00 


No 





18JUL2020 19:00 


No 





19JUL2020 19:01 


No 





20JUL2020 19:01 


No 





21JUL2020 19:00 


No 





22JUL2020 19:00 


No 





23JUL2020 10:12 


No 








25JUN2020 21:30 





26JUN2020 21:10 





27JUN2020 22:13 





28JUN2020 21:05 





29JUN2020 22:30 





30JUN2020 19:30 














01JUL2020 21:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 344 





FDA-CBER-2021-5683-0049855 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20143 


7 


O02JUL2020 9:22 


No 





20 


15JUL2020 21:15 


Mild 





21 


16JUL2020 10:35 


Mild 





22 


17JUL2020 22:05 


Mild 





23 


18JUL2020 20:35 


Mild 





24 


19JUL2020 21:10 





25 


20JUL2020 22:15 





26 


21JUL2020 20:35 





22JUL2020 23:20 





23JUL2020 9:18 








25JUN2020 20:00 





26JUN2020 20:00 





27JUN2020 20:00 





28JUN2020 20:00 





29JUN2020 20:00 





30JUN2020 20:00 





01JUL2020 20:00 














02JUL2020 9:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049856 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20144 


20 


15JUL2020 20:00 


No 





21 


16JUL2020 20:00 


Mild 





22 


17JUL2020 20:00 





23 


18JUL2020 20:00 





24 


19JUL2020 20:00 





25 


20JUL2020 20:00 





26 


21JUL2020 20:00 





22JUL2020 20:00 





23JUL2020 9:35 








25JUN2020 20:00 





26JUN2020 21:45 





27JUN2020 23:00 





28JUN2020 21:40 





29JUN2020 22:00 





30JUN2020 23:00 





01JUL2020 22:00 





02JUL2020 7:45 














15JUL2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049857 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





30 ug Younger | 20145 21 1 16JUL2020 18:17 Yes Mild 
22 17JUL2020 22:40 Yes Mild 
23 18JUL2020 21:10 No 
24 19JUL2020 23:00 No 
25 20JUL2020 22:40 No 
26 21JUL2020 22:10 No 
22JUL2020 22:26 No 
23JUL2020 7:50 No 
22JUN2020 18:00 
23JUN2020 19:00 
24JUN2020 20:00 
25JUN2020 21:00 
26JUN2020 20:00 
27JUN2020 19:30 
28JUN2020 20:00 
29JUN2020 7:00 
14JUL2020 20:00 
15JUL2020 7:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20149 


24 


2 


16JUL2020 9:00 


No 





25 


17JUL2020 9:00 


No 





18JUL2020 8:00 


No 





19JUL2020 7:00 


No 





3 
4 
5 
6 


20JUL2020 7:30 


No 








23JUN2020 20:00 


Moderate 





24JUN2020 17:11 


Moderate 





25JUN2020 21:03 


Mild 





26JUN2020 16:05 





27JUN2020 14:12 





28JUN2020 11:47 





29JUN2020 18:46 





30JUN2020 8:10 





14JUL2020 14:55 





15JUL2020 15:25 





16JUL2020 22:20 





17JUL2020 18:00 














18JUL2020 21:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20150 


26 


5 


19JUL2020 16:00 


No 





6 


20JUL2020 22:00 


No 





7 


21JUL2020 8:00 


No 








23JUN2020 20:06 


No 





24JUN2020 20:36 





25JUN2020 20:01 





26JUN2020 20:00 





27JUN2020 20:00 





28JUN2020 20:08 





29JUN2020 19:59 





30JUN2020 10:12 





14JUL2020 20:30 





15JUL2020 20:00 





16JUL2020 20:00 





17JUL2020 19:45 





18JUL2020 19:46 





19JUL2020 19:54 














20JUL2020 19:48 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10261 


14AUG2020 19:30 


Yes 


Mild 





15AUG2020 19:36 


Yes 


Mild 





16AUG2020 19:25 


No 





17AUG2020 19:30 


No 





18AUG2020 19:30 


No 





19AUG2020 19:40 


No 





20AUG2020 19:27 


No 





04SEP2020 19:20 





O5SEP2020 19:23 





O6SEP2020 19:20 





07SEP2020 19:22 





O8SEP2020 19:35 





O9SEP2020 19:40 





10SEP2020 19:30 





14AUG2020 19:50 





15AUG2020 20:15 





16AUG2020 21:20 





30 ug Younger | 20155 














21JUL2020 9:56 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10263 


3 


17AUG2020 19:55 


No 





4 


18AUG2020 19:50 


No 





19AUG2020 20:20 


No 





20AUG2020 20:10 


No 





04SEP2020 20:20 





O5SEP2020 21:15 





O6SEP2020 20:05 





07SEP2020 20:00 





O8SEP2020 20:20 





O9SEP2020 20:30 





10SEP2020 20:18 








18AUG2020 21:00 





19AUG2020 20:40 





20AUG2020 21:00 





21AUG2020 21:05 





22AUG2020 21:40 





23AUG2020 20:50 














24AUG2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10265 


21 


O8SEP2020 21:00 


No 





22 


O9SEP2020 22:00 


No 





23 


10SEP2020 21:00 


No 





24 


11SEP2020 22:00 


No 





25 


12SEP2020 20:00 


No 





13SEP2020 21:00 


No 





14SEP2020 21:10 


No 








18AUG2020 21:10 


No 





19AUG2020 20:10 





20AUG2020 16:30 





21AUG2020 22:05 





22AUG2020 20:50 





23AUG2020 22:30 





24AUG2020 21:40 





O8SEP2020 21:10 


Mild 





O9SEP2020 21:50 


Moderate 





10SEP2020 21:40 


Mild 














11SEP2020 21:05 





Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10267 


25 


4 


12SEP2020 21:20 


No 





5 


13SEP2020 21:30 


No 





6 


14SEP2020 21:10 


No 





18AUG2020 16:00 


No 





19AUG2020 16:00 


No 





20AUG2020 16:00 


No 





21AUG2020 16:00 


No 





22AUG2020 16:00 


No 





23AUG2020 16:00 


No 





24AUG2020 16:00 


No 





O8SEP2020 


No 





O9SEP2020 19:00 


Severe 





10SEP2020 19:00 


Mild 





11SEP2020 19:00 





12SEP2020 19:00 





13SEP2020 19:00 





14SEP2020 19:00 





10269 














18AUG2020 19:37 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10269 


19AUG2020 19:43 


Yes 


Mild 





20AUG2020 20:00 


Yes 


Mild 





21AUG2020 20:10 


No 





22AUG2020 20:00 


No 





23AUG2020 20:00 


No 





24AUG2020 20:00 


No 





O8SEP2020 


No 





O9SEP2020 





10SEP2020 





11SEP2020 





12SEP2020 





13SEP2020 





14SEP2020 








20AUG2020 21:50 





21AUG2020 21:45 





22AUG2020 11:15 





23AUG2020 9:25 














24AUG2020 8:25 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10275 


25AUG2020 22:00 


Yes 


Mild 





26AUG2020 9:10 


Yes 


Mild 





10SEP2020 22:30 


Yes 


Mild 





11SEP2020 22:30 


Yes 


Mild 





12SEP2020 19:30 


Yes 


Mild 





13SEP2020 20:00 


No 





14SEP2020 9:20 


No 





15SEP2020 9:50 


No 





16SEP2020 9:15 


No 








20AUG2020 17:45 


No 





21AUG2020 18:00 


No 





22AUG2020 21:05 


No 





23AUG2020 18:51 


No 





24AUG2020 19:30 


No 





25AUG2020 19:00 


No 





26AUG2020 19:35 


No 





10SEP2020 21:00 


No 














11SEP2020 23:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10276 


23 


2 


12SEP2020 23:00 


No 





24 


13SEP2020 20:00 


No 





14SEP2020 21:00 


No 





15SEP2020 22:00 


No 





3 
4 
5 
6 


16SEP2020 20:00 


No 








20AUG2020 20:00 


No 





21AUG2020 20:00 


No 





22AUG2020 20:00 


No 





23AUG2020 20:00 


No 





24AUG2020 20:00 


No 





25AUG2020 20:00 


No 





26AUG2020 20:00 


No 





10SEP2020 20:00 


No 





11SEP2020 20:00 


No 





12SEP2020 20:00 


No 





13SEP2020 20:00 


No 





14SEP2020 20:00 


No 














15SEP2020 20:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10277 


6 


16SEP2020 20:00 


No 





10279 


20AUG2020 21:15 


Moderate 





21AUG2020 23:05 





22AUG2020 23:15 





23AUG2020 22:50 





24AUG2020 22:40 





25AUG2020 23:05 





26AUG2020 23:35 





10SEP2020 23:15 





11SEP2020 22:50 





12SEP2020 23:45 





13SEP2020 1:10 





14SEP2020 22:35 





15SEP2020 23:20 





16SEP2020 22:55 








20AUG2020 23:00 





21AUG2020 23:45 














22AUG2020 23:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 
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Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10299 


3 


23AUG2020 23:40 


No 





4 


24AUG2020 23:25 


No 





25AUG2020 23:00 


No 





26AUG2020 23:10 


No 





10SEP2020 23:15 


No 





11SEP2020 23:00 


No 





12SEP2020 22:45 


No 





13SEP2020 23:00 


No 





14SEP2020 22:45 


No 





15SEP2020 23:30 


No 





16SEP2020 22:45 


No 








20AUG2020 21:57 


No 





21AUG2020 20:43 


Moderate 





22AUG2020 20:24 





23AUG2020 22:00 





24AUG2020 21:15 





25AUG2020 20:40 














26AUG2020 21:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10300 


21 


10SEP2020 


Yes 


Moderate 





22 


11SEP2020 20:05 


Yes 


Moderate 





23 


12SEP2020 20:15 


Yes 


Moderate 





24 


13SEP2020 20:45 


Yes 


Moderate 





25 


14SEP2020 21:00 


Yes 


Moderate 





15SEP2020 22:00 


Yes 


Moderate 





16SEP2020 21:00 


Yes 


Moderate 





20 ug Older 





25AUG2020 22:00 


Yes 


Moderate 





26AUG2020 22:00 


Yes 


Mild 





27AUG2020 22:00 


Yes 


Mild 





28AUG2020 22:00 


No 





29AUG2020 22:00 


No 





30AUG2020 22:00 


No 





31AUG2020 22:00 


No 





01SEP2020 8:38 


No 





14SEP2020 22:00 





15SEP2020 22:00 














16SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 yg Older 20208 


23 


3 


17SEP2020 22:00 


No 





24 


18SEP2020 22:00 


No 





25 


19SEP2020 22:00 


No 





26 


20SEP2020 22:00 


No 





21SEP2020 22:00 


No 





4 
5 
6 
7 
8 


22SEP2020 8:55 


No 








26AUG2020 19:45 


No 





27AUG2020 19:45 





28AUG2020 19:45 





29AUG2020 19:45 





30AUG2020 19:45 





31AUG2020 19:45 





01SEP2020 19:45 





O2SEP2020 8:07 





14SEP2020 19:00 





15SEP2020 19:00 





16SEP2020 19:00 














17SEP2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BNT 162-01 
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Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 yg Older 20214 


23 


4 


18SEP2020 19:00 


No 





24 


19SEP2020 19:00 


No 





20SEP2020 19:00 


No 





21SEP2020 19:00 


No 





5 
6 
7 
8 


22SEP2020 19:00 


No 








01SEP2020 20:00 





02SEP2020 20:00 





O3SEP2020 20:00 





04SEP2020 20:00 





O5SEP2020 20:00 





O6SEP2020 20:00 





O7SEP2020 8:22 





22SEP2020 20:00 





23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 














27SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20215 


27 


6 


28SEP2020 20:00 


No 





7 


29SEP2020 8:14 


No 








25AUG2020 22:00 


Moderate 





26AUG2020 22:00 


Mild 





27AUG2020 22:00 





28AUG2020 22:00 





29AUG2020 22:00 





30AUG2020 22:00 





31AUG2020 22:00 





01SEP2020 9:26 





14SEP2020 22:00 





15SEP2020 22:00 





16SEP2020 22:00 





17SEP2020 22:00 





18SEP2020 22:00 





19SEP2020 22:00 





20SEP2020 22:00 














21SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 yg Older 20216 


8 


22SEP2020 9:28 


No 





20221 


01SEP2020 20:00 


Moderate 





02SEP2020 20:00 


Moderate 





O03SEP2020 20:00 


Mild 





04SEP2020 20:00 





O05SEP2020 20:00 





O6SEP2020 20:00 





07SEP2020 9:03 





22SEP2020 20:00 





23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 9:04 








26AUG2020 21:20 














27AUG2020 21:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 363 





FDA-CBER-2021-5683-0049874 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20222 


28AUG2020 21:17 


No 





29AUG2020 22:00 


No 





30AUG2020 21:50 


No 





31AUG2020 20:50 


No 





01SEP2020 21:00 


No 





02SEP2020 7:13 


No 





14SEP2020 22:45 


No 





15SEP2020 21:55 


No 





16SEP2020 21:20 


No 





17SEP2020 21:40 


No 





18SEP2020 21:25 


No 





19SEP2020 22:00 


No 





20SEP2020 21:30 


No 





21SEP2020 22:00 


No 





22SEP2020 22:00 


No 








26AUG2020 22:00 


No 





27AUG2020 21:00 














28AUG2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049875 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20223 


3 


29AUG2020 20:15 


No 





30AUG2020 20:30 


No 





31AUG2020 20:30 


No 





01SEP2020 21:00 


No 





4 
5 
6 
7 


02SEP2020 7:16 


No 





19 


14SEP2020 20:00 


No 





20 


15SEP2020 20:00 


No 





21 


16SEP2020 20:00 


No 





22 


17SEP2020 20:00 


No 





23 


18SEP2020 20:00 


No 





19SEP2020 20:15 


No 





20SEP2020 20:15 


No 





21SEP2020 20:15 


No 








01SEP2020 19:00 


No 





02SEP2020 20:00 


No 





O3SEP2020 19:30 


No 





04SEP2020 19:00 


No 














O5SEP2020 21:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049876 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 
Safety set 


Number of days | Number of days 
after prime after boost Any local Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





20 yg Older 20224 O6SEP2020 19:00 No 
07SEP2020 8:00 No 
22SEP2020 21:00 
23SEP2020 21:15 
24SEP2020 21:00 
25SEP2020 21:30 
26SEP2020 21:25 
27SEP2020 21:30 
28SEP2020 21:00 
29SEP2020 7:15 
26AUG2020 19:00 
27AUG2020 18:00 
28AUG2020 19:00 
29AUG2020 19:00 
30AUG2020 19:00 
31AUG2020 19:00 
01SEP2020 19:00 
O2SEP2020 9:21 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049877 


Page 366 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20225 


19 


14SEP2020 19:50 


Yes 


Mild 





20 


15SEP2020 19:50 


No 





21 


16SEP2020 16:00 


No 





22 


17SEP2020 18:00 


No 





23 


18SEP2020 18:00 


No 





24 


19SEP2020 18:00 


No 





20SEP2020 18:00 


No 





21SEP2020 19:00 


No 





22SEP2020 18:00 


No 








01SEP2020 21:30 





02SEP2020 21:20 





O3SEP2020 21:30 





04SEP2020 22:15 





O5SEP2020 22:10 





O6SEP2020 21:30 





O7SEP2020 7:10 





22SEP2020 21:20 














23SEP2020 22:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049878 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20226 


23 


2 


24SEP2020 21:30 


No 





24 


25SEP2020 21:45 


No 





25 


26SEP2020 22:00 


No 





26 


27SEP2020 21:50 


No 





28SEP2020 21:30 


No 





3 
4 
5 
6 
7 


29SEP2020 7:08 


No 








01SEP2020 20:30 





02SEP2020 21:00 





O03SEP2020 20:00 





04SEP2020 20:15 





O5SEP2020 19:30 





O6SEP2020 21:00 





O7SEP2020 7:33 





22SEP2020 20:00 


Moderate 





23SEP2020 20:00 


Moderate 





24SEP2020 20:00 





25SEP2020 20:00 














26SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049879 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20229 


26 


5 


27SEP2020 20:00 


No 





6 


28SEP2020 20:00 


No 





7 


29SEP2020 7:57 


No 








01SEP2020 20:00 


No 





02SEP2020 20:00 





O3SEP2020 20:05 





04SEP2020 20:00 





O5SEP2020 20:10 





O6SEP2020 20:00 





O07SEP2020 7:09 





22SEP2020 20:00 





23SEP2020 19:00 





24SEP2020 19:00 





25SEP2020 19:00 





26SEP2020 20:00 





27SEP2020 19:00 





28SEP2020 20:00 














29SEP2020 7:14 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049880 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10272 


04SEP2020 21:00 


No 





O5SEP2020 21:00 


No 





O6SEP2020 21:00 


No 





07SEP2020 21:00 


No 





O8SEP2020 21:00 


No 





O9SEP2020 21:00 


No 





10SEP2020 21:00 


No 





24SEP2020 21:00 


Moderate 





25SEP2020 21:00 


Severe 





26SEP2020 21:00 


Mild 





27SEP2020 21:00 


Mild 





28SEP2020 21:00 


Mild 





29SEP2020 21:00 





30SEP2020 





010CT2020 








04SEP2020 20:00 





O5SEP2020 20:00 














O6SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049881 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 pg Older 10303 


3 


07SEP2020 20:00 


Yes 


Mild 





4 


O08SEP2020 20:00 


No 





O9SEP2020 20:00 


No 





10SEP2020 20:00 


No 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 20:00 








04SEP2020 21:00 





O5SEP2020 21:00 





O6SEP2020 21:00 





07SEP2020 21:00 





O8SEP2020 21:00 





O9SEP2020 21:00 





10SEP2020 21:00 














11SEP2020 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049882 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10305 


21 


25SEP2020 21:00 


No 





22 


26SEP2020 21:00 


No 





23 


27SEP2020 21:00 


No 





24 


28SEP2020 21:00 


No 





25 


29SEP2020 21:00 


No 





30SEP2020 21:00 


No 





010CT2020 21:00 


No 








01SEP2020 20:00 





02SEP2020 20:00 





O03SEP2020 20:00 





04SEP2020 20:00 





O05SEP2020 20:00 





O6SEP2020 20:00 





07SEP2020 20:00 





22SEP2020 20:00 





23SEP2020 20:00 





24SEP2020 20:00 














25SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049883 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10306 


25 


4 


26SEP2020 20:00 


No 





26 


27SEP2020 20:00 


No 





28SEP2020 20:00 


No 





5 
6 
7 


29SEP2020 20:00 


No 





04SEP2020 18:50 


No 





O5SEP2020 18:30 


No 





O6SEP2020 18:30 


No 





07SEP2020 18:30 


No 





O8SEP2020 18:30 


No 





O9SEP2020 18:30 


No 





10SEP2020 18:30 


No 





24SEP2020 18:06 


No 





25SEP2020 18:10 


Moderate 





26SEP2020 17:58 





27SEP2020 18:19 





28SEP2020 18:25 





29SEP2020 18:20 





10309 














02SEP2020 19:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049884 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10309 


O3SEP2020 19:30 


No 





04SEP2020 19:20 


No 





O5SEP2020 19:20 


No 





O6SEP2020 19:30 


No 





07SEP2020 19:30 


No 





O8SEP2020 19:35 


No 





23SEP2020 19:00 


No 





24SEP2020 19:10 


No 





25SEP2020 19:00 


No 





26SEP2020 19:15 


No 





27SEP2020 19:00 


No 





28SEP2020 19:00 


No 





29SEP2020 19:05 


No 





30SEP2020 7:00 


No 








02SEP2020 20:00 





O3SEP2020 20:00 





04SEP2020 20:00 














O05SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049885 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10310 


4 


O6SEP2020 20:00 


No 





07SEP2020 20:00 


No 





O8SEP2020 20:00 


No 





23SEP2020 20:00 


Moderate 





24SEP2020 20:00 


Moderate 





25SEP2020 20:00 


Mild 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 20:00 








02SEP2020 21:00 





O3SEP2020 21:00 





04SEP2020 21:05 





O5SEP2020 21:00 





O6SEP2020 21:00 





07SEP2020 20:55 





O8SEP2020 21:05 














23SEP2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049886 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10314 


22 


1 


24SEP2020 21:00 


Yes 


Moderate 





23 


25SEP2020 20:45 


No 





24 


26SEP2020 21:20 


No 





27SEP2020 21:00 


No 





28SEP2020 21:00 


No 





29SEP2020 21:15 


No 








01SEP2020 18:00 





02SEP2020 0:00 





O3SEP2020 0:30 





04SEP2020 0:30 





O5SEP2020 0:30 





O6SEP2020 0:30 





07SEP2020 0:00 





22SEP2020 22:30 


Moderate 





23SEP2020 23:15 


Mild 





24SEP2020 23:25 





25SEP2020 12:45 














26SEP2020 1:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049887 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10316 


26 


5 


27SEP2020 0:30 


No 





28SEP2020 0:15 


No 





29SEP2020 0:15 


No 





6 
7 
8 


30SEP2020 21:45 


No 





04SEP2020 20:30 





O5SEP2020 20:30 





O6SEP2020 20:30 





07SEP2020 20:30 





O8SEP2020 20:30 





O9SEP2020 20:30 





10SEP2020 20:30 





24SEP2020 20:30 





25SEP2020 20:30 





26SEP2020 20:30 





27SEP2020 20:30 





28SEP2020 20:30 





29SEP2020 20:30 





10323 














04SEP2020 21:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049888 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10323 


O5SEP2020 21:05 


Yes 


Moderate 





O6SEP2020 21:15 


No 





07SEP2020 21:00 


No 





O8SEP2020 21:30 


No 





O9SEP2020 21:35 


No 





10SEP2020 21:30 


No 





24SEP2020 21:10 


No 





25SEP2020 20:15 





26SEP2020 20:50 





27SEP2020 22:20 





28SEP2020 20:30 





29SEP2020 20:50 








02SEP2020 20:10 





O3SEP2020 20:10 





04SEP2020 20:10 





O5SEP2020 20:10 





O6SEP2020 20:10 














07SEP2020 20:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049889 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.2-3: Listing of diary compliance local reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any local 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10324 





6 


O8SEP2020 20:10 


No 





21 


23SEP2020 20:30 


Mild 





22 


24SEP2020 20:30 


Mild 





23 


25SEP2020 20:30 





24 


26SEP2020 20:30 





25 


27SEP2020 20:30 





26 


28SEP2020 20:30 








27 








29SEP2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049890 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20153 


29JUN2020 21:30 


Yes Mild 





30JUN2020 22:00 


No 





01JUL2020 22:00 


No 





02JUL2020 22:30 


No 





O03JUL2020 22:15 


No 





04JUL2020 22:00 


No 





05JUL2020 22:30 


No 





O6JUL2020 22:30 


No 





O07JUL2020 8:20 


No 





20JUL2020 21:30 





21JUL2020 22:00 





22JUL2020 22:00 





23JUL2020 22:15 





24JUL2020 22:00 





25JUL2020 22:10 





26JUL2020 22:00 





27JUL2020 7:15 





20154 














29JUN2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049891 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20154 


30JUN2020 22:00 


No 





01JUL2020 22:00 


No 





02JUL2020 21:30 


No 





03JUL2020 22:00 


No 





04JUL2020 22:00 


No 





05JUL2020 22:00 


No 





O6JUL2020 22:00 


No 





O07JUL2020 8:10 


No 





20JUL2020 21:00 


No 





21JUL2020 21:30 


No 





22JUL2020 22:00 


No 





23JUL2020 22:00 


No 





24JUL2020 21:30 


No 





25JUL2020 22:00 


No 





26JUL2020 22:00 


No 





27JUL2020 7:16 


No 








29JUN2020 21:00 


No 














30JUN2020 21:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049892 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic 
reaction 


Worst severity/ 
Intensity 





1 ug Younger 


20157 


2 


01JUL2020 21:00 


Yes Mild 





02JUL2020 21:00 


No 





03JUL2020 21:00 


No 





04JUL2020 21:00 


No 





05JUL2020 21:00 


No 





O6JUL2020 21:00 


No 





O7JUL2020 6:57 


No 





20JUL2020 21:00 


No 





21JUL2020 21:00 


No 





22JUL2020 21:00 


No 





23JUL2020 21:00 


No 





24JUL2020 21:00 


No 





25JUL2020 21:00 


No 





26JUL2020 21:00 


No 





27JUL2020 7:17 


No 








13JUL2020 19:30 


No 





14JUL2020 19:30 














15JUL2020 19:30 











Program: Lsaf_sysR_2.sas 


(Page 3 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049893 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20158 


3 


16JUL2020 19:30 


No 





17JUL2020 19:15 


No 





18JUL2020 19:20 


No 





19JUL2020 19:30 


No 





20JUL2020 7:56 


No 





03AUG2020 19:30 





04AUG2020 19:20 





05AUG2020 19:30 





06AUG2020 19:25 





07AUG2020 8:40 








29JUN2020 21:51 


Mild 





30JUN2020 22:00 


Moderate 





01JUL2020 21:45 


Mild 





02JUL2020 22:10 





O03JUL2020 22:19 





04JUL2020 21:43 





05JUL2020 21:53 














O6JUL2020 22:03 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049894 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





1 ug Younger 20160 


O7JUL2020 8:25 


Yes 


Mild 





20163 





29JUN2020 19:40 


Yes 


Mild 





30JUN2020 19:40 


No 





01JUL2020 19:40 


No 





02JUL2020 19:40 


No 





03JUL2020 19:40 


No 





04JUL2020 19:40 


No 





05JUL2020 19:40 


No 





O6JUL2020 19:40 


No 





O7JUL2020 7:47 


No 





20JUL2020 19:30 


No 





21JUL2020 19:30 


No 





22JUL2020 19:30 


No 





23JUL2020 19:30 


No 





24JUL2020 19:30 


No 





25JUL2020 19:30 


No 





26JUL2020 19:30 


No 














27JUL2020 19:30 





No 








Program: Lsaf_sysR_2.sas (Page 5 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 384 





FDA-CBER-2021-5683-0049895 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20163 


8 


28JUL2020 7:18 


No 





20164 


13JUL2020 19:00 


Mild 





14JUL2020 23:00 





15JUL2020 22:55 





16JUL2020 23:00 





17JUL2020 23:55 





18JUL2020 20:00 





19JUL2020 21:40 





20JUL2020 9:46 





03AUG2020 19:50 


Moderate 





04AUG2020 21:20 





05AUG2020 23:00 





06AUG2020 22:00 





07AUG2020 23:30 





08AUG2020 22:00 





09AUG2020 22:30 





10AUG2020 7:25 








20166 











29JUN2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049896 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20166 


30JUN2020 20:00 


No 





01JUL2020 20:00 


No 





02JUL2020 20:00 


No 





03JUL2020 20:00 


No 





04JUL2020 20:00 


No 





05JUL2020 20:00 


No 





O6JUL2020 20:00 


No 





07JUL2020 9:06 


No 





20JUL2020 20:00 





21JUL2020 20:00 





22JUL2020 20:00 





23JUL2020 20:00 





24JUL2020 20:00 





25JUL2020 20:00 





26JUL2020 20:00 





27JUL2020 9:10 








13JUL2020 23:10 














14JUL2020 21:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049897 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20171 


2 


15JUL2020 20:46 


No 





16JUL2020 22:05 


No 





17JUL2020 21:27 


No 





18JUL2020 22:15 


No 





19JUL2020 20:35 


No 





20JUL2020 8:52 


No 





03AUG2020 22:10 


No 





04AUG2020 21:15 


No 





05AUG2020 20:32 


No 





06AUG2020 20:14 


No 





07AUG2020 21:10 


No 





08AUG2020 22:21 


No 





09AUG2020 22:27 


No 





10AUG2020 23:08 


No 





11AUG2020 9:27 


No 








28JUL2020 20:10 





29JUL2020 22:00 














30JUL2020 21:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049898 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20181 


3 


31JUL2020 21:30 


No 





01AUG2020 21:15 


No 





02AUG2020 21:00 


No 





03AUG2020 21:30 


No 





04AUG2020 10:08 


No 





18AUG2020 22:00 


No 





19AUG2020 21:30 


No 





20AUG2020 22:00 


No 





21AUG2020 21:45 


No 





22AUG2020 21:45 


No 





23AUG2020 22:00 


No 





24AUG2020 22:15 


No 





25AUG2020 21:30 


No 





26AUG2020 9:22 


No 








28JUL2020 21:00 


No 





29JUL2020 23:00 


No 





30JUL2020 21:00 


No 














31JUL2020 16:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049899 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20188 


4 


01AUG2020 12:00 


No 





5 


02AUG2020 12:00 


No 





03AUG2020 22:00 


No 





04AUG2020 7:15 


No 





18AUG2020 20:00 


No 





19AUG2020 19:30 


No 





20AUG2020 20:00 


No 





21AUG2020 21:00 


No 





22AUG2020 21:30 


No 





23AUG2020 19:30 


No 





24AUG2020 20:00 


No 





25AUG2020 7:15 


No 








28JUL2020 22:35 


No 





29JUL2020 22:00 


No 





30JUL2020 22:45 


No 





31JUL2020 22:30 


No 





01AUG2020 23:15 


No 














02AUG2020 23:15 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049900 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





1 ug Younger 20189 


03AUG2020 23:00 


No 





04AUG2020 8:15 


No 





18AUG2020 22:30 


No 





19AUG2020 22:00 


No 





20AUG2020 22:30 


No 





21AUG2020 22:45 


No 





22AUG2020 23:10 


No 





23AUG2020 22:50 


No 





24AUG2020 22:30 


No 





25AUG2020 8:35 


No 





3 ug Younger 





29JUL2020 21:00 





30JUL2020 21:00 





31JUL2020 21:00 





01AUG2020 21:00 





02AUG2020 21:00 





03AUG2020 21:00 





04AUG2020 21:00 














05AUG2020 8:25 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049901 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





3 ug Younger 20176 


20 


18AUG2020 21:00 


Yes 


Moderate 





21 


19AUG2020 21:00 


No 





22 


20AUG2020 21:00 


No 





23 


21AUG2020 21:00 


No 





24 


22AUG2020 21:00 


No 





25 


23AUG2020 21:00 


No 





26 


24AUG2020 21:00 


No 





25AUG2020 21:00 





26AUG2020 8:13 








29JUL2020 21:07 





30JUL2020 19:57 


Moderate 





31JUL2020 20:27 





01AUG2020 20:53 





02AUG2020 21:11 





03AUG2020 20:49 





04AUG2020 18:57 





05AUG2020 7:13 














18AUG2020 18:26 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049902 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20185 


21 


1 


19AUG2020 20:20 


No 





22 


20AUG2020 20:28 


No 





23 


21AUG2020 20:50 


No 





24 


22AUG2020 20:35 


No 





25 


23AUG2020 20:07 


No 





26 


24AUG2020 20:16 


No 





25AUG2020 20:51 


No 





26AUG2020 9:35 


No 








06AUG2020 18:00 


No 





07AUG2020 18:00 


No 





08AUG2020 19:00 


No 





09AUG2020 19:00 


No 





10AUG2020 19:00 


No 





11AUG2020 18:00 


No 





12AUG2020 18:00 


No 





13AUG2020 6:00 


No 





26AUG2020 18:00 


No 














27AUG2020 18:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049903 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20191 


22 


2 


28AUG2020 18:00 


No 





23 


29AUG2020 18:00 


No 





24 


30AUG2020 18:00 


No 





25 


31AUG2020 17:00 


No 





26 


01SEP2020 18:00 


No 





02SEP2020 19:00 


No 





3 
4 
5 
6 
7 
8 


O3SEP2020 6:00 


No 








28JUL2020 18:00 





29JUL2020 18:00 





30JUL2020 19:00 





31JUL2020 20:00 





01AUG2020 19:00 





02AUG2020 19:00 





03AUG2020 20:00 





04AUG2020 8:54 





18AUG2020 20:00 





19AUG2020 20:00 














20AUG2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049904 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20192 


24 


3 


21AUG2020 19:00 


No 





25 


22AUG2020 20:00 


No 





23AUG2020 19:00 


No 





24AUG2020 20:00 


No 





4 
5 
6 
¢ 


25AUG2020 9:18 


No 








29JUL2020 22:50 





30JUL2020 22:40 





31JUL2020 23:10 





01AUG2020 23:15 





02AUG2020 22:15 





03AUG2020 22:46 





04AUG2020 23:45 





05AUG2020 8:05 





18AUG2020 22:35 





19AUG2020 22:45 





20AUG2020 21:50 





21AUG2020 23:40 














22AUG2020 22:50 











Program: Lsaf_sysR_2.sas (Page 15 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049905 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20193 


25 


5 


23AUG2020 22:45 


No 





6 


24AUG2020 23:00 


No 





7 


25AUG2020 22:50 


No 








29JUL2020 23:00 





30JUL2020 22:00 





31JUL2020 22:00 





01AUG2020 22:00 





02AUG2020 21:00 





03AUG2020 21:30 





04AUG2020 21:00 





05AUG2020 21:00 





O06AUG2020 7:00 





18AUG2020 21:00 





19AUG2020 21:00 





20AUG2020 21:30 





21AUG2020 23:00 





22AUG2020 23:00 














23AUG2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049906 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 
BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Number of days 
after prime 
Dose group Subject number | immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20194 


6 


24AUG2020 9:18 


No 





20195 


31JUL2020 19:20 


No 





01AUG2020 19:20 


No 





02AUG2020 19:20 


No 





03AUG2020 19:20 


No 





04AUG2020 19:20 


No 





05AUG2020 19:20 


No 





06AUG2020 19:20 


No 





07AUG2020 7:28 


No 





19AUG2020 20:10 


No 





20AUG2020 20:10 


No 





21AUG2020 20:10 


No 





22AUG2020 20:10 


No 





23AUG2020 20:10 


No 





24AUG2020 20:10 


No 





25AUG2020 20:10 


No 





26AUG2020 20:10 


No 

















28AUG2020 7:05 








No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049907 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20197 


28JUL2020 20:38 


No 





29JUL2020 19:41 


Mild 





30JUL2020 20:14 





31JUL2020 20:16 





01AUG2020 20:03 





02AUG2020 19:58 





03AUG2020 20:27 





04AUG2020 9:36 





18AUG2020 20:23 





19AUG2020 21:57 





20AUG2020 20:43 





21AUG2020 20:25 





22AUG2020 20:47 





23AUG2020 20:18 





24AUG2020 20:34 





25AUG2020 9:05 








30JUL2020 20:13 














31JUL2020 19:35 











Program: Lsaf_sysR_2.sas (Page 18 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 397 


FDA-CBER-2021-5683-0049908 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20200 


2 


01AUG2020 19:22 


No 





02AUG2020 20:07 


No 





03AUG2020 19:42 


No 





04AUG2020 19:52 


No 





05AUG2020 20:37 


No 





06AUG2020 21:00 


No 





07AUG2020 9:03 


No 





19AUG2020 19:58 


No 





20AUG2020 19:37 


No 





21AUG2020 20:08 


No 





22AUG2020 21:32 


No 





23AUG2020 19:25 


No 





24AUG2020 18:44 


No 





25AUG2020 19:50 


No 





26AUG2020 19:55 


No 





27AUG2020 19:52 


No 








06AUG2020 21:00 


Moderate 














07AUG2020 23:00 





Mild 








Program: Lsaf_sysR_2.sas (Page 19 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049909 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b2 





3 ug Younger 20201 


2 


08AUG2020 23:00 


No 





09AUG2020 23:00 


Mild 





10AUG2020 23:00 


Mild 





11AUG2020 23:00 


Mild 





12AUG2020 9:03 


Mild 





26AUG2020 21:00 


Mild 





27AUG2020 21:00 


Mild 





28AUG2020 22:00 





29AUG2020 22:30 





30AUG2020 23:00 





31AUG2020 23:00 





01SEP2020 22:30 





02SEP2020 23:00 





O3SEP2020 10:05 








31JUL2020 19:28 





01AUG2020 21:54 





02AUG2020 21:48 














03AUG2020 22:03 











Program: Lsaf_sysR_2.sas (Page 20 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049910 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





3 ug Younger 20203 


4 


04AUG2020 21:17 


Yes Mild 





5 


05AUG2020 23:12 


No 





06AUG2020 22:29 


No 





07AUG2020 8:37 


No 





21AUG2020 21:45 


No 





22AUG2020 22:03 


No 





23AUG2020 22:28 


No 





24AUG2020 23:14 


No 





25AUG2020 21:58 


No 





26AUG2020 20:38 


No 





27AUG2020 22:17 


No 





28AUG2020 7:25 


No 








31JUL2020 21:14 





01AUG2020 21:37 





02AUG2020 21:15 





03AUG2020 21:00 





04AUG2020 21:37 














05AUG2020 22:35 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049911 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 
Safety set 


Number of days | Number of days 
after prime after boost Any systemic Worst severity/ 
Dose group Subject number | immunization immunization Date/time of collection of the information in the diary | reaction Intensity 





10 ug Younger | 20101 16JUN2020 22:00 No 
17JUN2020 22:00 Moderate 
18JUN2020 22:00 
19JUN2020 22:00 
20JUN2020 22:00 
21JUN2020 22:00 
22JUN2020 8:10 
3 ug Younger 06AUG2020 22:06 
07AUG2020_ 8:01 
19AUG2020 21:23 
20AUG2020 20:31 
21AUG2020 21:52 
22AUG2020 22:35 
23AUG2020 23:32 
24AUG2020 22:11 
25AUG2020 20:55 
26AUG2020 21:30 
27AUG2020 20:54 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049912 
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090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20101 


21 


07JUL2020 22:00 


No 





22 


O08JUL2020 22:00 


No 





23 


O09JUL2020 22:00 


No 





24 


10JUL2020 22:00 


No 





25 


11JUL2020 22:00 


No 





26 


12JUL2020 22:00 


No 





13JUL2020 22:00 


No 





14JUL2020 7:00 


No 








16JUN2020 20:00 





17JUN2020 20:00 





18JUN2020 20:00 





19JUN2020 20:00 





20JUN2020 20:00 





21JUN2020 20:00 





22JUN2020 20:00 





23JUN2020 7:19 





07JUL2020 20:00 














O08JUL2020 20:00 











Program: Lsaf_sysR_2.sas (Page 23 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 402 


FDA-CBER-2021-5683-0049913 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20102 


23 


2 


O09JUL2020 20:00 


No 





24 


10JUL2020 20:00 


No 





25 


11JUL2020 20:00 


No 





26 


12JUL2020 20:00 


No 





13JUL2020 20:00 


No 





3 
4 
5 
6 
7 


14JUL2020 7:25 


No 








15JUN2020 20:10 





16JUN2020 20:30 





17JUN2020 20:18 


Moderate 





18JUN2020 20:20 





19JUN2020 20:24 





20JUN2020 20:31 





21JUN2020 20:28 





22JUN2020 8:35 





O6JUL2020 21:01 


Severe 





07JUL2020 20:56 





O08JUL2020 20:56 














O9JUL2020 21:05 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049914 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20103 


25 


4 


10JUL2020 20:50 


No 





26 


11JUL2020 21:01 


No 





12JUL2020 21:07 


No 





5 
6 
7 


13JUL2020 8:47 


No 








16JUN2020 19:45 


No 





17JUN2020 19:45 





18JUN2020 20:00 





19JUN2020 19:43 





20JUN2020 19:47 





21JUN2020 19:41 





22JUN2020 8:58 





07JUL2020 21:00 





O08JUL2020 20:45 


Moderate 





O09JUL2020 20:50 





10JUL2020 20:45 





11JUL2020 21:00 





12JUL2020 20:55 














13JUL2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049915 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger | 20104 


7 


14JUL2020 9:18 


No 





20105 


16JUN2020 21:12 


Moderate 





17JUN2020 20:05 





18JUN2020 20:01 





19JUN2020 20:04 





20JUN2020 20:00 





21JUN2020 20:07 





22JUN2020 8:35 





O6JUL2020 20:02 


Mild 





07JUL2020 20:00 


Moderate 





O08JUL2020 20:05 





09JUL2020 20:03 





10JUL2020 20:01 





11JUL2020 20:04 





12JUL2020 20:00 





13JUL2020 20:03 





14JUL2020 7:30 





20110 














16JUN2020 20:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049916 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20110 


17JUN2020 20:30 


No 





18JUN2020 20:30 


No 





19JUN2020 20:15 


No 





20JUN2020 20:30 


No 





21JUN2020 20:30 


No 





22JUN2020 7:45 


No 





07JUL2020 20:30 





O08JUL2020 20:00 





09JUL2020 20:00 





10JUL2020 20:15 





11JUL2020 20:00 





12JUL2020 20:30 





13JUL2020 21:00 





14JUL2020 7:47 








18JUN2020 21:30 





19JUN2020 22:00 





20JUN2020 21:30 














21JUN2020 21:30 











Program: Lsaf_sysR_2.sas (Page 27 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049917 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20111 


4 


22JUN2020 21:30 


No 





23JUN2020 22:00 


No 





24JUN2020 9:46 


No 





15JUL2020 21:00 





16JUL2020 21:00 





17JUL2020 21:30 





18JUL2020 21:00 





19JUL2020 21:00 





20JUL2020 22:00 





21JUL2020 21:00 





22JUL2020 21:30 





23JUL2020 9:50 








18JUN2020 22:00 


Moderate 





19JUN2020 22:00 


Mild 





20JUN2020 22:00 





21JUN2020 22:00 





22JUN2020 22:00 














23JUN2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049918 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20114 


6 


24JUN2020 9:00 


No 





21 


O09JUL2020 22:00 


No 





22 


10JUL2020 22:00 


No 





23 


11JUL2020 22:00 


No 





24 


12JUL2020 22:00 


No 





25 


13JUL2020 22:00 


No 





26 


14JUL2020 22:00 


No 





15JUL2020 22:00 


No 





16JUL2020 8:45 


No 





18JUN2020 22:04 





19JUN2020 22:52 





20JUN2020 22:13 





21JUN2020 22:07 





22JUN2020 22:24 





23JUN2020 22:02 





24JUN2020 8:00 








18JUN2020 19:00 














19JUN2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049919 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20117 


2 


20JUN2020 19:00 


Yes Mild 





21JUN2020 19:00 


No 





22JUN2020 19:00 


No 





23JUN2020 19:00 


No 





24JUN2020 8:47 


No 





O09JUL2020 20:00 





10JUL2020 20:00 





11JUL2020 20:00 





12JUL2020 20:00 





13JUL2020 9:56 





14JUL2020 20:00 





15JUL2020 20:00 





16JUL2020 20:00 








18JUN2020 22:25 





19JUN2020 23:25 





20JUN2020 20:15 





21JUN2020 21:35 














22JUN2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049920 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Younger | 20118 


23JUN2020 21:45 


No 





24JUN2020 8:07 


No 





O9JUL2020 20:55 





10JUL2020 21:00 





11JUL2020 19:35 





12JUL2020 21:35 





13JUL2020 21:25 





14JUL2020 20:40 





15JUL2020 21:25 





16JUL2020 5:30 








18JUN2020 22:00 





19JUN2020 22:00 





20JUN2020 22:00 





21JUN2020 22:00 





22JUN2020 22:00 





23JUN2020 22:00 





24JUN2020 9:50 














O9JUL2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049921 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Younger 


20121 


22 


1 


10JUL2020 22:00 


No 





23 


11JUL2020 22:00 


No 





24 


12JUL2020 22:00 


No 





25 


13JUL2020 22:00 


No 





26 


14JUL2020 22:00 


No 





15JUL2020 22:00 


No 





16JUL2020 10:07 


No 





20 ug Younger 





02JUL2020 23:00 


No 





03JUL2020 21:00 


Moderate 





04JUL2020 22:00 





05JUL2020 22:00 





O6JUL2020 22:00 





07JUL2020 22:00 





O8JUL2020 8:06 





23JUL2020 23:00 


Moderate 





24JUL2020 23:30 


Mild 





25JUL2020 23:00 














26JUL2020 23:00 











Program: Lsaf_sysR_2.sas 


(Page 32 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049922 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic 
reaction 


Worst severity/ 
Intensity 





20 ug Younger 


20156 


25 


4 


27JUL2020 23:00 


No 





26 


28JUL2020 23:00 


No 





29JUL2020 23:00 


No 





5 
6 
7 


30JUL2020 9:04 


No 








01JUL2020 20:13 





02JUL2020 20:10 





03JUL2020 20:16 





04JUL2020 20:05 





05JUL2020 20:15 





O6JUL2020 20:19 





07JUL2020 21:26 





O8JUL2020 7:36 





22JUL2020 20:00 


Mild 





23JUL2020 20:00 


Moderate 





24JUL2020 20:05 





25JUL2020 20:11 





26JUL2020 20:24 














27JUL2020 20:15 











Program: Lsaf_sysR_2.sas 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049923 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b2 





20 ug Younger 


20159 


27 


6 


28JUL2020 20:00 


No 





7 


29JUL2020 7:32 


No 








01JUL2020 21:00 





02JUL2020 22:00 





O03JUL2020 22:15 


Moderate 





04JUL2020 21:50 


Moderate 





05JUL2020 22:00 


Moderate 





O6JUL2020 22:05 


Moderate 





07JUL2020 22:00 


Moderate 





O8JUL2020 7:30 





22JUL2020 22:00 





23JUL2020 23:00 





24JUL2020 21:30 





25JUL2020 22:30 





26JUL2020 21:00 





27JUL2020 21:30 





28JUL2020 22:00 














29JUL2020 7:25 
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FDA-CBER-2021-5683-0049924 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20172 


02JUL2020 19:40 


Yes 


Mild 





03JUL2020 19:50 


Yes 


Severe 





04JUL2020 19:45 


No 





05JUL2020 19:53 


No 





O6JUL2020 19:47 





07JUL2020 19:45 





O8JUL2020 9:07 





23JUL2020 19:52 


Moderate 





24JUL2020 19:48 


Moderate 





25JUL2020 19:58 





26JUL2020 20:02 





27JUL2020 19:51 





28JUL2020 19:49 





29JUL2020 19:55 





30JUL2020 19:45 








02JUL2020 19:45 





03JUL2020 20:12 














04JUL2020 20:05 
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FDA-CBER-2021-5683-0049925 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic 
reaction 


Worst severity/ 
Intensity 





20 ug Younger 


20173 


3 


05JUL2020 19:55 


No 





4 


O6JUL2020 19:15 


No 





07JUL2020 20:10 


No 





O8JUL2020 8:08 


No 





23JUL2020 21:45 





24JUL2020 22:00 





25JUL2020 22:10 





26JUL2020 21:55 





27JUL2020 21:50 





28JUL2020 22:20 





29JUL2020 20:50 





30JUL2020 8:28 








O6JUL2020 20:00 





07JUL2020 21:30 





O08JUL2020 20:20 





O09JUL2020 20:00 





10JUL2020 21:20 














11JUL2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 415 


FDA-CBER-2021-5683-0049926 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 20174 


12JUL2020 21:30 


No 





13JUL2020 7:37 


No 





= 


28JUL2020 11:20 


No 





29JUL2020 12:30 


No 





30JUL2020 19:00 


No 





31JUL2020 20:00 


No 





01AUG2020 21:30 


No 





02AUG2020 13:30 


No 





03AUG2020 18:00 


No 





04AUG2020 17:30 


No 





O;}OINI ODO] oO] BR] wy] Pp 


05AUG2020 16:00 


No 








O6JUL2020 20:05 





07JUL2020 20:12 





O08JUL2020 20:03 





O09JUL2020 20:01 





10JUL2020 19:49 





11JUL2020 19:50 














12JUL2020 19:50 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049927 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 20175 


7 


13JUL2020 8:12 


No 





21 


27JUL2020 20:00 


No 





22 


28JUL2020 20:01 


No 





23 


29JUL2020 20:08 


No 





24 


30JUL2020 19:45 


No 





25 


31JUL2020 20:16 


No 





26 


01AUG2020 20:07 


No 





02AUG2020 19:43 


No 





03AUG2020 20:11 


No 





04AUG2020 19:17 


No 








O6JUL2020 20:33 


No 





07JUL2020 20:46 


No 





O08JUL2020 20:49 


No 





09JUL2020 20:43 


No 





10JUL2020 20:52 


No 





11JUL2020 20:45 


No 





12JUL2020 20:42 


No 














13JUL2020 20:35 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049928 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 20177 


21 


27JUL2020 20:22 


No 





22 


28JUL2020 20:17 


Mild 





23 


29JUL2020 20:11 





24 


30JUL2020 20:27 





25 


31JUL2020 20:15 





26 


01AUG2020 20:12 





02AUG2020 20:09 





03AUG2020 20:32 





04AUG2020 20:09 








O6JUL2020 18:30 





07JUL2020 18:30 





O8JUL2020 18:30 





O09JUL2020 18:30 





10JUL2020 18:30 





11JUL2020 18:30 





12JUL2020 18:30 





13JUL2020 9:40 














27JUL2020 18:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049929 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b2 





20 ug Younger | 20178 


22 


1 


28JUL2020 18:30 


Yes 


Mild 





23 


29JUL2020 18:30 


Yes 


Mild 





24 


30JUL2020 18:00 


Yes 


Mild 





25 


31JUL2020 18:30 


Yes 


Mild 





26 


01AUG2020 18:00 


No 





02AUG2020 18:00 


No 





03AUG2020 18:30 


No 





04AUG2020 18:30 


No 








O6JUL2020 20:45 





07JUL2020 20:45 





O08JUL2020 20:45 





O9JUL2020 20:45 





10JUL2020 20:45 





11JUL2020 20:45 





12JUL2020 20:45 





13JUL2020 7:49 





29JUL2020 20:20 














30JUL2020 20:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049930 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 20179 


25 


2 


31JUL2020 20:20 


No 





26 


01AUG2020 20:20 


No 





27 


02AUG2020 20:20 


No 





28 


03AUG2020 20:20 


No 





04AUG2020 20:20 


No 





3 
4 
5 
6 
7 


05AUG2020 7:14 


No 








13JUL2020 21:00 


No 





14JUL2020 22:15 


No 





15JUL2020 22:00 


No 





16JUL2020 22:10 


No 





17JUL2020 21:30 





18JUL2020 22:00 





19JUL2020 21:30 





20JUL2020 8:20 





03AUG2020 21:30 





04AUG2020 21:00 


Severe 





05AUG2020 21:30 


Moderate 














06AUG2020 21:30 





Moderate 
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FDA-CBER-2021-5683-0049931 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group 


Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Younger 


20180 


25 


4 


07AUG2020 21:30 


Yes 


Mild 





26 


08AUG2020 22:00 


No 





09AUG2020 21:30 


No 





5 
6 
7 


10AUG2020 8:34 


No 








13JUL2020 22:30 


No 





14JUL2020 22:30 


Moderate 





15JUL2020 22:30 


Mild 





16JUL2020 22:30 


Mild 





17JUL2020 22:30 





18JUL2020 22:30 





19JUL2020 22:30 





20JUL2020 22:30 





03AUG2020 22:00 





04AUG2020 22:00 


Moderate 





05AUG2020 22:00 


Mild 





06AUG2020 22:00 


Mild 





07AUG2020 22:00 


Mild 














08AUG2020 22:00 








Mild 
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FDA-CBER-2021-5683-0049932 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Younger | 20183 


27 


6 


09AUG2020 22:00 


Yes Mild 





7 


10AUG2020 8:47 


No 





30 ug Younger 


22JUN2020 19:46 





23JUN2020 19:55 





24JUN2020 19:50 





25JUN2020 19:40 





26JUN2020 19:35 





27JUN2020 19:30 





28JUN2020 19:40 





29JUN2020 10:09 





14JUL2020 19:30 





15JUL2020 19:35 





16JUL2020 19:50 





17JUL2020 19:40 





18JUL2020 19:50 





19JUL2020 19:45 





20JUL2020 10:03 





20128 














23JUN2020 20:11 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049933 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 20128 


24JUN2020 21:02 


No 





25JUN2020 21:15 


No 





26JUN2020 21:30 


No 





27JUN2020 21:20 


No 





28JUN2020 21:30 


No 





29JUN2020 6:55 


No 





14JUL2020 21:30 


No 





15JUL2020 21:30 





16JUL2020 21:20 





17JUL2020 21:15 





18JUL2020 21:30 





19JUL2020 21:45 





20JUL2020 21:20 





21JUL2020 7:07 








25JUN2020 20:00 





26JUN2020 21:00 





27JUN2020 20:45 














28JUN2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049934 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20134 


4 


29JUN2020 20:00 


No 





5 


30JUN2020 20:30 


No 





01JUL2020 20:30 


No 





02JUL2020 7:10 


No 





15JUL2020 20:00 


Mild 





16JUL2020 7:30 


Moderate 





17JUL2020 20:33 





18JUL2020 20:45 





19JUL2020 20:15 





20JUL2020 20:21 





21JUL2020 20:22 





22JUL2020 20:50 





23JUL2020 7:26 








23JUN2020 20:16 





24JUN2020 20:30 





25JUN2020 20:30 





26JUN2020 20:30 














27JUN2020 20:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049935 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20137 


5 


28JUN2020 20:30 


No 





29JUN2020 20:30 


Mild 





30JUN2020 7:50 





14JUL2020 20:30 





15JUL2020 20:30 





16JUL2020 20:30 





17JUL2020 20:30 





18JUL2020 20:30 





19JUL2020 20:30 





20JUL2020 20:30 





21JUL2020 7:40 








25JUN2020 22:05 


Moderate 





26JUN2020 21:03 


Moderate 





27JUN2020 21:00 





28JUN2020 21:02 





29JUN2020 21:01 





30JUN2020 21:00 














01JUL2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049936 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 20138 


7 


02JUL2020 21:30 


No 





20 


15JUL2020 20:55 


Mild 





21 


16JUL2020 21:30 





22 


17JUL2020 21:00 





23 


18JUL2020 21:05 





24 


19JUL2020 21:00 





25 


20JUL2020 21:00 





26 


21JUL2020 21:15 





22JUL2020 21:10 





23JUL2020 8:50 








25JUN2020 19:04 





26JUN2020 19:03 





27JUN2020 19:04 





28JUN2020 19:03 





29JUN2020 19:04 





30JUN2020 19:02 





01JUL2020 19:04 














02JUL2020 9:38 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049937 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 20142 


20 


15JUL2020 19:00 


No 





21 


16JUL2020 19:01 


Severe 





22 


17JUL2020 19:00 





23 


18JUL2020 19:00 





24 


19JUL2020 19:01 





25 


20JUL2020 19:01 





26 


21JUL2020 19:00 





22JUL2020 19:00 





23JUL2020 10:12 








25JUN2020 21:30 





26JUN2020 21:10 





27JUN2020 22:13 





28JUN2020 21:05 





29JUN2020 22:30 





30JUN2020 19:30 





01JUL2020 21:30 





O02JUL2020 9:22 














15JUL2020 21:15 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049938 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20143 


21 


1 


16JUL2020 10:35 


Yes 


Severe 





22 


17JUL2020 22:05 


Yes 


Mild 





23 


18JUL2020 20:35 


No 





24 


19JUL2020 21:10 


No 





25 


20JUL2020 22:15 


No 





26 


21JUL2020 20:35 


No 





22JUL2020 23:20 


No 





23JUL2020 9:18 


No 








25JUN2020 20:00 


No 





26JUN2020 20:00 





27JUN2020 20:00 





28JUN2020 20:00 





29JUN2020 20:00 





30JUN2020 20:00 





01JUL2020 20:00 





02JUL2020 9:30 





15JUL2020 20:00 














16JUL2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049939 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20144 


22 


2 


17JUL2020 20:00 


No 





23 


18JUL2020 20:00 


No 





24 


19JUL2020 20:00 


No 





25 


20JUL2020 20:00 


No 





26 


21JUL2020 20:00 


No 





22JUL2020 20:00 


No 





3 
4 
5 
6 
7 
8 


23JUL2020 9:35 


No 








25JUN2020 20:00 


Mild 





26JUN2020 21:45 


Mild 





27JUN2020 23:00 


Moderate 





28JUN2020 21:40 





29JUN2020 22:00 





30JUN2020 23:00 





01JUL2020 22:00 





O02JUL2020 7:45 





15JUL2020 20:00 





16JUL2020 18:17 


Moderate 














17JUL2020 22:40 








Mild 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049940 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 ug Younger | 20145 


23 


3 


18JUL2020 21:10 


No 





24 


19JUL2020 23:00 


No 





25 


20JUL2020 22:40 


No 





26 


21JUL2020 22:10 


No 





22JUL2020 22:26 


No 





4 
5 
6 
t 
8 


23JUL2020 7:50 


No 








22JUN2020 18:00 


No 





23JUN2020 19:00 


No 





24JUN2020 20:00 


No 





25JUN2020 21:00 


No 





26JUN2020 20:00 


No 





27JUN2020 19:30 


No 





28JUN2020 20:00 


No 





29JUN2020 7:00 


No 





14JUL2020 20:00 


No 





15JUL2020 7:00 


Moderate 





16JUL2020 19:00 


Mild 














17JUL2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049941 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 ug Younger | 20149 


26 


4 


18JUL2020 19:00 


No 





5 


19JUL2020 18:30 


No 





6 


20JUL2020 9:02 


No 








23JUN2020 20:00 


No 





24JUN2020 17:11 


No 





25JUN2020 21:03 


No 





26JUN2020 16:05 


No 





27JUN2020 14:06 





28JUN2020 11:47 





29JUN2020 18:47 





30JUN2020 8:10 





14JUL2020 14:55 


Mild 





15JUL2020 15:25 


Mild 





16JUL2020 22:20 


Mild 





17JUL2020 18:00 


Severe 





18JUL2020 21:30 


Severe 





19JUL2020 16:00 


Moderate 














20JUL2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049942 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10261 


0 


14AUG2020 19:30 


No 





30 ug Younger | 20150 


21JUL2020 8:00 


No 





20155 





23JUN2020 20:06 


No 





24JUN2020 20:36 


No 





25JUN2020 20:02 


No 





26JUN2020 20:01 


No 





27JUN2020 20:00 


No 





28JUN2020 20:09 


No 





29JUN2020 20:00 


No 





30JUN2020 10:02 





14JUL2020 20:30 





15JUL2020 20:00 





16JUL2020 20:02 





17JUL2020 19:47 





18JUL2020 19:48 





19JUL2020 19:56 





20JUL2020 19:50 














21JUL2020 9:56 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049943 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10261 


15AUG2020 19:35 


No 





16AUG2020 19:25 


No 





17AUG2020 19:30 


No 





18AUG2020 19:28 


No 





19AUG2020 19:40 


No 





20AUG2020 19:30 


No 





04SEP2020 19:20 


No 





O5SEP2020 19:20 


No 





O6SEP2020 19:18 


No 





07SEP2020 19:20 


No 





O8SEP2020 19:33 


No 





O9SEP2020 19:38 


No 





10SEP2020 19:30 


No 








14AUG2020 19:50 


No 





15AUG2020 20:15 


No 





16AUG2020 21:20 


No 





17AUG2020 19:55 


No 














18AUG2020 19:50 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 433 


FDA-CBER-2021-5683-0049944 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10263 


19AUG2020 20:20 


No 





20AUG2020 20:10 


No 





04SEP2020 20:20 





O5SEP2020 21:15 





O6SEP2020 20:05 





07SEP2020 20:00 





O8SEP2020 20:20 





O9SEP2020 20:30 





10SEP2020 20:18 








18AUG2020 21:00 





19AUG2020 20:40 





20AUG2020 21:00 





21AUG2020 21:05 





22AUG2020 21:40 





23AUG2020 20:50 





24AUG2020 21:00 





O8SEP2020 21:00 














O9SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049945 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10265 


23 


2 


10SEP2020 21:00 


No 





24 


11SEP2020 22:00 


No 





12SEP2020 20:00 


No 





13SEP2020 21:00 


No 





3 
4 
5 
6 


14SEP2020 21:10 


No 








18AUG2020 21:10 


Severe 





19AUG2020 20:10 


Moderate 





20AUG2020 16:30 


Mild 





21AUG2020 22:05 


Moderate 





22AUG2020 20:50 





23AUG2020 22:30 


Moderate 





24AUG2020 21:40 





O8SEP2020 21:10 





O9SEP2020 21:50 





10SEP2020 21:40 





11SEP2020 21:05 





12SEP2020 21:20 














13SEP2020 21:30 











Program: Lsaf_sysR_2.sas (Page 56 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049946 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10267 


6 


14SEP2020 21:10 


No 





10268 


18AUG2020 16:00 


Mild 





19AUG2020 16:00 





20AUG2020 16:00 





21AUG2020 16:00 





22AUG2020 16:00 





23AUG2020 16:00 





24AUG2020 16:00 





O8SEP2020 





O9SEP2020 19:00 





10SEP2020 19:00 





11SEP2020 19:00 





12SEP2020 19:00 





13SEP2020 19:00 





14SEP2020 19:00 








18AUG2020 19:37 





19AUG2020 19:43 














20AUG2020 20:00 











Program: Lsaf_sysR_2.sas (Page 57 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049947 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10269 


3 


21AUG2020 20:10 


No 





4 


22AUG2020 20:00 


No 





23AUG2020 20:00 


No 





24AUG2020 20:00 


No 





O8SEP2020 


No 





O9SEP2020 


No 





10SEP2020 


No 





11SEP2020 


No 





12SEP2020 


No 





13SEP2020 


No 





14SEP2020 


No 








20AUG2020 21:50 


Mild 





21AUG2020 21:20 


Mild 





22AUG2020 8:15 


Moderate 





23AUG2020 9:25 





24AUG2020 8:25 





25AUG2020 22:00 














26AUG2020 9:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049948 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10275 


21 


10SEP2020 22:30 


Yes 


Moderate 





22 


11SEP2020 18:30 


Yes 


Moderate 





23 


12SEP2020 9:10 


No 





24 


13SEP2020 20:00 


Moderate 





25 


14SEP2020 9:20 





15SEP2020 9:50 





16SEP2020 9:15 








20AUG2020 17:45 





21AUG2020 18:00 





22AUG2020 21:05 





23AUG2020 18:51 





24AUG2020 19:30 





25AUG2020 19:00 





26AUG2020 19:35 





10SEP2020 21:00 





11SEP2020 23:00 





12SEP2020 23:00 














13SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049949 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10276 


25 


4 


14SEP2020 21:00 


No 





5 


15SEP2020 22:00 


No 





6 


16SEP2020 20:00 


No 





20AUG2020 20:00 


No 





21AUG2020 20:00 


No 





22AUG2020 20:00 


No 





23AUG2020 20:00 


No 





24AUG2020 20:00 


No 





25AUG2020 20:00 


No 





26AUG2020 20:00 


No 





10SEP2020 20:00 


No 





11SEP2020 20:00 


No 





12SEP2020 20:00 


No 





13SEP2020 20:00 


No 





14SEP2020 20:00 


No 





15SEP2020 20:00 


No 





16SEP2020 20:00 


No 





10279 














20AUG2020 21:15 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049950 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10279 


21AUG2020 23:05 


No 





22AUG2020 23:15 


No 





23AUG2020 22:50 


No 





24AUG2020 22:40 


No 





25AUG2020 23:05 


No 





26AUG2020 23:35 


No 





10SEP2020 23:15 


No 





11SEP2020 22:50 


No 





12SEP2020 23:45 


No 





13SEP2020 1:10 


No 





14SEP2020 22:35 


No 





15SEP2020 23:20 


No 





16SEP2020 22:55 


No 








20AUG2020 23:00 


No 





21AUG2020 23:45 


No 





22AUG2020 23:30 


No 





23AUG2020 23:40 


No 














24AUG2020 23:25 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049951 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





10 ug Older 10299 


25AUG2020 23:00 


No 





26AUG2020 23:10 


No 





10SEP2020 23:15 


No 





11SEP2020 23:00 


No 





12SEP2020 22:45 


No 





13SEP2020 23:00 


No 





14SEP2020 22:45 


No 





15SEP2020 23:30 


No 





16SEP2020 22:45 


No 








20AUG2020 21:57 


No 





21AUG2020 20:43 


No 





22AUG2020 20:24 


No 





23AUG2020 22:00 


No 





24AUG2020 21:15 


No 





25AUG2020 20:40 


No 





26AUG2020 21:10 


No 





10SEP2020 17:00 














11SEP2020 20:05 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049952 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





10 ug Older 10300 


23 


2 


12SEP2020 20:15 


No 





24 


13SEP2020 20:45 


No 





14SEP2020 21:00 


No 





15SEP2020 22:00 


No 





3 
4 
5 
6 


16SEP2020 21:00 


No 





20 ug Older 





25AUG2020 22:00 


Moderate 





26AUG2020 22:00 


Mild 





27AUG2020 22:00 





28AUG2020 22:00 





29AUG2020 22:15 





30AUG2020 22:00 





31AUG2020 22:00 





01SEP2020 8:38 





14SEP2020 22:00 





15SEP2020 22:00 





16SEP2020 22:00 





17SEP2020 22:00 














18SEP2020 22:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049953 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20208 


25 


5 


19SEP2020 22:00 


No 





26 


20SEP2020 22:00 


No 





21SEP2020 22:00 


No 





6 
7 
8 


22SEP2020 8:55 


No 








26AUG2020 19:45 


No 





27AUG2020 19:45 





28AUG2020 19:45 





29AUG2020 19:45 





30AUG2020 19:45 





31AUG2020 19:45 





01SEP2020 19:45 





O2SEP2020 8:07 





14SEP2020 19:00 





15SEP2020 19:00 





16SEP2020 19:00 





17SEP2020 19:00 





18SEP2020 19:00 














19SEP2020 19:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049954 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20214 


25 


6 


20SEP2020 19:00 


No 





7 


21SEP2020 19:00 


No 





8 


22SEP2020 19:00 


No 








01SEP2020 20:00 


No 





02SEP2020 20:00 


No 





O03SEP2020 20:00 


No 





04SEP2020 20:00 


No 





O5SEP2020 20:00 


No 





O6SEP2020 20:00 


No 





O7SEP2020 8:22 


No 





22SEP2020 20:00 





23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 














29SEP2020 8:14 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049955 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 yg Older 20216 


25AUG2020 22:00 


No 





26AUG2020 22:00 


No 





27AUG2020 22:00 


No 





28AUG2020 22:00 


No 





29AUG2020 22:00 


No 





30AUG2020 22:00 


No 





31AUG2020 22:00 


No 





01SEP2020 9:26 


No 





14SEP2020 22:00 


No 





15SEP2020 22:00 





16SEP2020 22:00 





17SEP2020 22:00 





18SEP2020 22:00 





19SEP2020 22:00 





20SEP2020 22:00 





21SEP2020 22:00 





22SEP2020 9:28 





20221 














01SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049956 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20221 


02SEP2020 20:00 


Yes Mild 





O3SEP2020 20:00 


No 





04SEP2020 20:00 


No 





O05SEP2020 20:00 


No 





O6SEP2020 20:00 


No 





O07SEP2020 9:03 


No 





22SEP2020 20:00 


No 





23SEP2020 20:00 


No 





24SEP2020 20:00 


No 





25SEP2020 20:00 


No 





26SEP2020 20:00 


No 





27SEP2020 20:00 


No 





28SEP2020 20:00 


No 





29SEP2020 9:04 


No 








26AUG2020 21:20 


No 





27AUG2020 21:20 


No 





28AUG2020 21:17 


No 














29AUG2020 22:00 





No 
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FDA-CBER-2021-5683-0049957 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20222 


4 


30AUG2020 21:50 


No 





5 


31AUG2020 20:50 


No 





01SEP2020 21:00 


No 





02SEP2020 7:13 


No 





14SEP2020 22:45 


No 





15SEP2020 21:55 


No 





16SEP2020 21:20 


No 





17SEP2020 21:40 


No 





18SEP2020 21:25 


No 





19SEP2020 22:00 


No 





20SEP2020 21:30 


No 





21SEP2020 22:00 


No 





22SEP2020 22:00 


No 








26AUG2020 22:00 


No 





27AUG2020 21:00 


No 





28AUG2020 20:00 


No 





29AUG2020 20:15 


No 














30AUG2020 20:30 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049958 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20223 


5 


31AUG2020 20:30 


No 





01SEP2020 21:00 


No 





O2SEP2020 7:16 


No 





14SEP2020 16:30 


No 





15SEP2020 20:00 


No 





16SEP2020 20:20 


No 





17SEP2020 20:20 


No 





18SEP2020 20:00 


No 





19SEP2020 20:00 


No 





20SEP2020 20:15 


No 





21SEP2020 20:15 


No 





22SEP2020 20:15 


No 








01SEP2020 19:00 


No 





02SEP2020 20:00 


No 





O3SEP2020 19:30 


No 





04SEP2020 19:00 


No 





O5SEP2020 21:00 


No 














O6SEP2020 19:00 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049959 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20224 


6 


07SEP2020 8:00 


No 





21 


22SEP2020 21:00 


Mild 





22 


23SEP2020 20:30 


Moderate 





23 


24SEP2020 21:00 





24 


25SEP2020 21:30 





25 


26SEP2020 21:25 





26 


27SEP2020 21:30 





28SEP2020 21:00 





29SEP2020 7:15 








26AUG2020 19:00 





27AUG2020 18:00 





28AUG2020 19:00 





29AUG2020 19:00 





30AUG2020 19:00 





31AUG2020 19:00 





01SEP2020 19:00 





O2SEP2020 9:21 














14SEP2020 19:50 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049960 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20225 


20 


1 


15SEP2020 19:50 


Yes Mild 





21 


16SEP2020 16:00 


No 





22 


17SEP2020 18:00 


No 





23 


18SEP2020 18:00 


No 





24 


19SEP2020 18:00 


No 





20SEP2020 18:00 


No 





21SEP2020 19:00 


No 





22SEP2020 18:00 


No 








01SEP2020 21:30 


No 





02SEP2020 21:20 


No 





O3SEP2020 21:30 


No 





04SEP2020 22:15 


No 





O5SEP2020 22:10 


No 





O6SEP2020 21:30 


No 





O7SEP2020 7:10 


No 





22SEP2020 21:20 


No 





23SEP2020 22:10 


No 














24SEP2020 21:30 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049961 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





20 ug Older 20226 


24 


3 


25SEP2020 21:45 


No 





25 


26SEP2020 22:00 


No 





27SEP2020 21:50 


No 





28SEP2020 21:30 





4 
5 
6 
¢ 


29SEP2020 7:08 








01SEP2020 20:30 





02SEP2020 21:00 





O3SEP2020 20:00 





04SEP2020 20:15 





O5SEP2020 19:30 





O6SEP2020 21:00 





O7SEP2020 7:33 





22SEP2020 20:00 





23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 














27SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049962 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





20 ug Older 20229 


27 


6 


28SEP2020 20:00 


No 





7 


29SEP2020 7:57 


No 





01SEP2020 20:00 


No 





02SEP2020 20:10 





O03SEP2020 20:00 





04SEP2020 20:00 





O5SEP2020 20:10 





O6SEP2020 20:00 





O07SEP2020 7:09 





22SEP2020 20:00 


Moderate 





23SEP2020 19:00 


Mild 





24SEP2020 19:00 


Mild 





25SEP2020 19:00 





26SEP2020 19:00 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 7:14 





30 yg Older 10272 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049963 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10272 


04SEP2020 21:00 


No 





O5SEP2020 21:00 


Mild 





O6SEP2020 21:00 





07SEP2020 21:00 





O8SEP2020 21:00 





O9SEP2020 21:00 





10SEP2020 21:00 





24SEP2020 21:00 


Severe 





25SEP2020 21:00 


Severe 





26SEP2020 21:00 





27SEP2020 21:00 





28SEP2020 21:00 





29SEP2020 21:00 








04SEP2020 20:00 





O05SEP2020 20:00 





O6SEP2020 20:00 





07SEP2020 20:00 














O8SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049964 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 pg Older 10303 


O9SEP2020 20:00 


No 





10SEP2020 20:00 


No 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 





28SEP2020 20:00 





29SEP2020 20:00 








04SEP2020 21:00 





O5SEP2020 21:00 





O6SEP2020 21:00 





07SEP2020 21:00 





O8SEP2020 21:00 





O9SEP2020 21:00 





10SEP2020 21:00 





25SEP2020 21:00 





26SEP2020 21:00 














27SEP2020 21:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049965 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10305 


24 


28SEP2020 21:00 


No 





29SEP2020 21:00 


No 





30SEP2020 21:00 


No 





010CT2020 21:00 


No 








01SEP2020 20:00 


Moderate 





02SEP2020 20:20 





O3SEP2020 20:00 





04SEP2020 20:00 





O05SEP2020 20:00 





O6SEP2020 20:00 





07SEP2020 20:00 





22SEP2020 


Moderate 





23SEP2020 20:00 





24SEP2020 20:00 





25SEP2020 20:00 





26SEP2020 20:00 





27SEP2020 20:00 














28SEP2020 20:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049966 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 pg Older 10306 


7 


29SEP2020 6:00 


No 





10308 


04SEP2020 18:50 


No 





O5SEP2020 18:30 


No 





O6SEP2020 18:30 


No 





07SEP2020 18:30 


No 





O8SEP2020 18:30 


No 





O9SEP2020 18:30 


No 





10SEP2020 18:30 


No 





24SEP2020 18:06 


No 





25SEP2020 18:10 





26SEP2020 17:58 





27SEP2020 18:19 





28SEP2020 18:25 





29SEP2020 18:20 








02SEP2020 19:30 





O3SEP2020 19:30 





04SEP2020 19:20 














O5SEP2020 19:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


Page 456 


FDA-CBER-2021-5683-0049967 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10309 


4 


O6SEP2020 19:30 


No 





07SEP2020 19:30 


No 





O8SEP2020 19:35 


No 





23SEP2020 19:00 


No 





24SEP2020 19:10 


No 





25SEP2020 19:00 


No 





26SEP2020 19:15 


No 





27SEP2020 19:00 


No 





28SEP2020 19:00 


No 





29SEP2020 19:05 


No 





30SEP2020 7:00 


No 








02SEP2020 20:00 





O3SEP2020 20:00 





04SEP2020 20:00 





O5SEP2020 20:00 





O6SEP2020 20:00 





07SEP2020 20:00 














O08SEP2020 20:00 











Program: Lsaf_sysR_2.sas (Page 78 of 83) 





Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049968 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


BNT162b2 


Worst severity/ 
Intensity 





30 yg Older 10310 


21 


23SEP2020 20:00 


Yes 


Mild 





22 


24SEP2020 20:00 


Yes 


Moderate 





23 


25SEP2020 20:00 


No 





24 


26SEP2020 20:00 


No 





25 


27SEP2020 20:00 


No 





28SEP2020 20:00 


No 





29SEP2020 20:00 


No 








02SEP2020 21:00 





O3SEP2020 21:00 





04SEP2020 21:05 





O5SEP2020 21:00 





O6SEP2020 21:00 





07SEP2020 20:55 





O8SEP2020 21:05 





23SEP2020 21:00 


Mild 





24SEP2020 21:00 


Moderate 





25SEP2020 20:45 














26SEP2020 21:00 











Program: Lsaf_sysR_2.sas (Page 79 of 83) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049969 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10314 


25 


4 


27SEP2020 21:20 


No 





5 


28SEP2020 21:00 


No 





6 


29SEP2020 21:15 


No 








01SEP2020 18:00 





02SEP2020 0:00 





O3SEP2020 0:30 





O04SEP2020 0:30 





O5SEP2020 0:30 





O6SEP2020 0:30 





07SEP2020 0:00 





22SEP2020 





23SEP2020 23:30 





24SEP2020 23:25 





25SEP2020 0:45 





26SEP2020 1:45 





27SEP2020 0:45 





28SEP2020 0:15 














29SEP2020 23:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049970 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


Any systemic 
reaction 


Worst severity/ 
Intensity 


BNT162b2 





30 pg Older 10316 


8 


30SEP2020 21:45 


No 





10319 


04SEP2020 20:30 


No 





O5SEP2020 20:30 


No 





O6SEP2020 20:30 





07SEP2020 20:30 





O8SEP2020 20:30 





O9SEP2020 20:30 





10SEP2020 20:30 





11SEP2020 20:30 





24SEP2020 20:30 





25SEP2020 20:30 


Moderate 





26SEP2020 20:30 





27SEP2020 20:30 





28SEP2020 20:30 





29SEP2020 20:30 





30SEP2020 








04SEP2020 21:15 














O5SEP2020 21:05 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049971 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10323 


2 


O6SEP2020 21:15 


No 





07SEP2020 21:00 


No 





O8SEP2020 21:30 


No 





O9SEP2020 21:35 


No 





10SEP2020 21:30 


No 





24SEP2020 21:10 


No 





25SEP2020 20:15 


Moderate 





26SEP2020 20:50 





27SEP2020 22:20 





28SEP2020 20:30 





29SEP2020 20:50 








02SEP2020 20:10 





O3SEP2020 20:10 





04SEP2020 20:10 





O5SEP2020 20:10 





O6SEP2020 20:10 





07SEP2020 20:10 














O8SEP2020 20:10 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049972 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Listing 16.2.3-1.4-3: Listing of diary compliance systemic reactions - BNT162b2 


Safety set 


Dose group Subject number 


Number of days 
after prime 
immunization 


Number of days 
after boost 
immunization 


Date/time of collection of the information in the diary 


BNT162b2 


Any systemic Worst severity/ 
reaction Intensity 





30 yg Older 10324 





21 


23SEP2020 20:30 


Yes Mild 





22 


24SEP2020 20:30 


No 





23 


25SEP2020 2:30 


No 





24 


26SEP2020 20:30 


No 





25 


27SEP2020 20:30 


No 





26 


28SEP2020 20:30 


No 








27 








29SEP2020 20:30 





No 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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FDA-CBER-2021-5683-0049973 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20153 | Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
8:10 8:10 


Day 22 | 20JUL2020 | 20JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
10:40 10:40 


Day 22 | 20JUL2020 | 20JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
9:10 9:10 


Day 22 | 20JUL2020 | 20JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 13JUL2020 | 13JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 22 | 083AUG2020 | O3AUG2020 0.5 mL Upper Yes 
8:20 8:20 


20160 | Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
8:40 8:40 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment interruption 


20163 | Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
9:40 9:40 


Day 22 | 20JUL2020 | 20JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 13JUL2020 | 13JUL2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 0383AUG2020 | O3AUG2020 0.5 mL Upper Yes 
9:40 9:40 


Day 1 29JUN2020 | 29JUN2020 0.5 mL Upper Yes 
10:10 10:10 


Day 22 | 20JUL2020 | 20JUL2020 0.5 mL Upper Yes 
9:30 9:30 























Day 1 13JUL2020 | 13JUL2020 0.5 mL Upper Yes 
8:30 8:30 





Day 22 | 083AUG2020 | O3AUG2020 0.5 mL Upper Yes 
8:50 8:50 


20181 | Day 1 28JUL2020 | 28JUL2020 0.5 mL Upper Yes 
9:00 9:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20181 | Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
9:10 9:10 


20188 | Day 1 28JUL2020 | 28JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
8:10 8:10 


Day 1 28JUL2020 | 28JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
8:40 8:40 


Day 1 29JUL2020 | 29JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 29JUL2020 | 29JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
8:00 8:00 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Listings - 6. Snapshot All TLFs Final 1.0 


Created on 20NOV2020 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b2 


Epi/Pandem- 
ic related 
interruption 





20191 


Day 1 


06AUG2020 
8:06 


06AUG2020 
8:06 


0.5 mL 


Upper 


Yes 





Day 22 


26AUG2020 
8:00 


26AUG2020 
8:00 


0.5 mL 


Upper 


Yes 





Day 1 


28JUL2020 
10:00 


28JUL2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


18AUG2020 
10:30 


18AUG2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


29JUL2020 
8:30 


29JUL2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 22 


18AUG2020 
8:30 


18AUG2020 
8:30 


0.5 mL 


Upper 


Yes 





Day 1 


29JUL2020 
9:30 


29JUL2020 
9:30 


0.5 mL 


Upper 


Yes 





Day 22 


18AUG2020 
9:30 


18AUG2020 
9:30 


0.5 mL 


Upper 


Yes 





20195 








Day 1 





31JUL2020 
9:07 





31JUL2020 
9:07 


0.5 mL 

















Upper 








Yes 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20195 |Day 22 | 19AUG2020 | 19AUG2020 0.5 mL Upper Yes 
8:00 8:00 


20197 | Day 1 28JUL2020 | 28JUL2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 30JUL2020 | 30JUL2020 0.5 mL Upper Yes 
9:10 9:10 


Day 22 | 19AUG2020 | 19AUG2020 0.5 mL Upper Yes 
8:42 8:42 


Day 1 06AUG2020 | O6AUG2020 0.5 mL Upper Yes 
8:36 8:36 























Day 22 | 26AUG2020 | 26AUG2020 0.5 mL Upper Yes 
8:30 8:30 





Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
9:37 9:37 


Day 22 | 21AUG2020 | 21AUG2020 0.5 mL Upper Yes 
8:00 8:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20204 | Day 1 31JUL2020 | 31JUL2020 0.5 mL Upper Yes 
10:07 10:07 


Day 22 | 19AUG2020 | 19AUG2020 0.5 mL Upper Yes 
9:22 9:22 


Day 1 16JUN2020 | 16JUN2020 0.5 mL Upper Yes 
8:45 8:45 


Day 22 | 07JUL2020 | 07JUL2020 0.5 mL Upper Yes 
8:45 8:45 


Day 1 16JUN2020 | 16JUN2020 0.5 mL Upper Yes 
7:45 7:45 


Day 22 | 07JUL2020 | 07JUL2020 0.5 mL Upper Yes 
7:45 7:45 























Day 1 15JUN2020 | 15JUN2020 0.5 mL Upper Yes 
9:22 9:22 





Day 22 | O6JUL2020 | 06JUL2020 0.5 mL Upper Yes 
8:00 8:00 


20104 | Day 1 16JUN2020 | 16JUN2020 0.5 mL Upper Yes 
9:45 9:45 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20104 |Day 22 | 07JUL2020 | 07JUL2020 0.5 mL Upper Yes 
9:45 9:45 


20105 | Day 1 16JUN2020 | 16JUN2020 0.5 mL Upper Yes 
10:47 10:47 


Day 22 | O6JUL2020 | 06JUL2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 16JUN2020 | 16JUN2020 0.5 mL Upper Yes 
11:48 11:48 


Day 22 | 07JUL2020 | 07JUL2020 0.5 mL Upper Yes 
10:45 10:45 


Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
11:00 11:00 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
12:00 12:00 


Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 09JUL2020 | 09JUL2020 0.5 mL Upper Yes 
10:20 10:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20116 | Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
12:00 12:00 


20117 | Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | O09JUL2020 | 09JUL2020 0.5 mL Upper Yes 
10:50 10:50 


Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
12:30 12:30 


Day 22 | O9JUL2020 | 09JUL2020 0.5 mL Upper Yes 
11:50 11:50 


Day 1 18JUN2020 | 18JUN2020 0.5 mL Upper Yes 
11:30 11:30 























Day 22 | 09JUL2020 | 09JUL2020 0.5 mL Upper Yes 
11:20 11:20 





Day 1 02JUL2020 | 02JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 23JUL2020 | 23JUL2020 0.5 mL Upper Yes 
10:10 10:10 


















































Admin = administration. 





Program: Lfsaf_Exp_1.sas (Page 8 of 22) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20159 | Day 1 01JUL2020 | 01JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 22 | 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
8:00 8:00 


Day 1 01JUL2020 | 01JUL2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 22JUL2020 | 22JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 02JUL2020 | 02JUL2020 0.5 mL Upper Yes 
9:15 9:15 


Day 22 | 23JUL2020 | 23JUL2020 0.5 mL Upper Yes 
9:39 9:39 























Day 1 02JUL2020 | 02JUL2020 0.5 mL Upper Yes 
10:30 10:30 





Day 22 | 23JUL2020 | 23JUL2020 0.5 mL Upper Yes 
10:40 10:40 


20174 | Day 1 O6JUL2020 | O6JUL2020 0.5 mL Upper Yes 
11:33 11:33 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20174 |Day 22 | 27JUL2020 | 27JUL2020 0.5 mL Upper Yes 
11:00 11:00 


20175 | Day 1 O6JUL2020 | O6JUL2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 27JUL2020 | 27JUL2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 O6JUL2020 | 06JUL2020 0.5 mL Upper Yes 
11:03 11:03 


Day 22 | 27JUL2020 | 27JUL2020 0.5 mL Upper Yes 
10:30 10:30 


Day 1 O6JUL2020 | O06JUL2020 0.5 mL Upper Yes 
10:33 10:33 























Day 22 | 27JUL2020 | 27JUL2020 0.5 mL Upper Yes 
10:00 10:00 





Day 1 O6JUL2020 | 06JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 29JUL2020 | 29JUL2020 0.5 mL Upper Yes 
10:00 10:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20180 | Day 1 13JUL2020 | 13JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 0383AUG2020 | O3AUG2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 13JUL2020 | 13JUL2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | 083AUG2020 | O3AUG2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 22JUN2020 | 22JUN2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
8:00 8:00 























Day 1 23JUN2020 | 23JUN2020 0.5 mL Upper Yes 
10:00 10:00 





Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
10:00 10:00 


20134 | Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
9:00 9:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 


FDA-CBER-2021-5683-0049984 


Page 473 


090177e1959f7378\Approved\Approved On: 27-Nov-2020 03:38 (GMT) 


BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20134 | Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
9:00 9:00 


20137 | Day 1 23JUN2020 | 23JUN2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
10:30 10:30 


Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
11:30 11:30 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
11:30 11:30 


Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
10:30 10:30 


Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
9:30 9:30 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
9:30 9:30 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20144 | Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
11:00 11:00 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
11:00 11:00 


Day 1 25JUN2020 | 25JUN2020 0.5 mL Upper Yes 
10:00 10:00 


Day 22 | 15JUL2020 | 15JUL2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 22JUN2020 | 22JUN2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
8:32 8:32 


Day 1 23JUN2020 | 23JUN2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
9:02 9:02 


20155 ‘| Day 1 23JUN2020 | 23JUN2020 0.5 mL Upper Yes 
9:30 9:30 







































































Admin = administration. 





Program: Lfsaf_Exp_1.sas (Page 13 of 22) 


Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20155 | Day 22 | 14JUL2020 | 14JUL2020 0.5 mL Upper Yes 
9:31 9:31 


10261 |Day1 14AUG2020 | 14AUG2020 0.5 mL Upper No by mistake only 3yug 
8:30 8:30 in syringe (volume 
0.5ml) -> Rest was 
given 10:21 
(0.35ml), Medication 
Number 2nd dosing 
20070 








Day 22 | 04SEP2020 | 04SEP2020 
8:30 8:30 


Day 1 14AUG2020 | 14AUG2020 
10:51 10:51 


Day 22 | 04SEP2020 | 04SEP2020 
9:00 9:00 


Day 1 18AUG2020 | 18AUG2020 
8:40 8:40 


Day 22 | O8SEP2020 | O8SEP2020 
8:30 8:30 


Day 1 18AUG2020 | 18AUG2020 
9:10 9:10 


Day 22 | O8SEP2020 | 08SEP2020 
9:00 9:00 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


10268 | Day 1 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
9:40 9:40 


Day 22 | O8SEP2020 | 0O8SEP2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 18AUG2020 | 18AUG2020 0.5 mL Upper Yes 
10:10 10:10 


Day 22 | O8SEP2020 | 0O8SEP2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
8:20 8:20 


Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
9:20 9:20 























Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
8:50 8:50 





Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
8:20 8:20 


10277 | Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
9:20 9:20 
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Staburo GmbH. Based on clean SDTM data received on O3NOV2020. Data cut-off: 230CT2020. 
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Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


10277 | Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
8:50 8:50 


10279 | Day1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
9:50 9:50 


Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
9:50 9:50 


Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
10:20 10:20 


Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
10:20 10:20 


Day 1 20AUG2020 | 20AUG2020 0.5 mL Upper Yes 
10:50 10:50 























Day 22 | 10SEP2020 | 10SEP2020 0.5 mL Upper Yes 
10:51 10:51 





Day 1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 14SEP2020 | 14SEP2020 0.5 mL Upper Yes 
8:30 8:30 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
Start End Admin. Epi/Pandem- | Epi/Pandem- 


Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 


20214 | Day 1 26AUG2020 | 26AUG2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 14SEP2020 | 14SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 25AUG2020 | 25AUG2020 0.5 mL Upper Yes 
8:00 8:00 


Day 22 | 14SEP2020 | 14SEP2020 0.5 mL Upper Yes 
8:00 8:00 























Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
9:30 9:30 





Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
9:30 9:30 


20222 | Day 1 26AUG2020 | 26AUG2020 0.5 mL Upper Yes 
9:30 9:30 
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BioNTech RNA Pharmaceuticals GmbH / 


BNT 162-01 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 


Safety set 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


BNT162b2 


Epi/Pandem- 
ic related 
interruption 





20222 


Day 22 


14SEP2020 
9:30 


14SEP2020 
9:30 


0.5 mL 


Upper 


Yes 





20223 


Day 1 


26AUG2020 
10:30 


26AUG2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 22 


14SEP2020 
10:30 


14SEP2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


01SEP2020 
8:00 


01SEP2020 
8:00 


0.5 mL 


Upper 


Yes 





Day 22 


22SEP2020 
10:30 


22SEP2020 
10:30 


0.5 mL 


Upper 


Yes 





Day 1 


26AUG2020 
10:00 


26AUG2020 
10:00 


0.5 mL 


Upper 


Yes 





Day 22 


14SEP2020 
10:00 


14SEP2020 
10:00 


0.5 mL 


Upper 


Yes 








Day 1 


01SEP2020 
10:00 


01SEP2020 
10:00 


0.5 mL 


Upper 


Yes 








Day 22 





22SEP2020 
8:00 





22SEP2020 
8:00 











0.5 mL 








Upper 








Yes 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





20229 | Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
10:30 10:30 


Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
8:20 8:20 


Day 22 | 24SEP2020 | 24SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
8:52 8:52 


Day 22 | 24SEP2020 | 24SEP2020 0.5 mL Upper Yes 
9:00 9:00 


10305 | Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
9:20 9:20 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10305 | Day 22 | 25SEP2020 | 25SEP2020 0.5 mL Upper Yes 
11:30 11:30 


10306 | Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
9:20 9:20 


Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
9:00 9:00 


Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
9:50 9:50 


Day 22 | 24SEP2020 | 24SEP2020 0.5 mL Upper Yes 
10:00 10:00 


Day 1 02SEP2020 | 02SEP2020 0.5 mL Upper Yes 
8:40 8:40 


Day 22 | 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
8:20 8:20 


Day 1 02SEP2020 | 02SEP2020 0.5 mL Upper Yes 
9:10 9:10 


Day 22 | 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
8:50 8:50 
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BioNTech RNA Pharmaceuticals GmbH / Listings - 6. Snapshot All TLFs Final 1.0 BNT162b2 
BNT 162-01 Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 


Start End Admin. Epi/Pandem- | Epi/Pandem- 
Subject date/time of | date/time of Volume Direc- according ic related ic related 
number | Visit treatment treatment dose tionality to protocol | Reason, if not adjustment | interruption 





10314 | Day 1 02SEP2020 | 02SEP2020 0.5 mL Upper Yes 
9:40 9:40 


Day 22 | 23SEP2020 | 23SEP2020 0.5 mL Upper Yes 
9:20 9:20 


Day 1 01SEP2020 | 01SEP2020 0.5 mL Upper Yes 
8:30 8:30 


Day 22 | 22SEP2020 | 22SEP2020 0.5 mL Upper Yes 
9:30 9:30 


Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
10:22 10:22 


Day 22 | 24SEP2020 | 24SEP2020 0.5 mL Upper Yes 
10:30 10:30 


Day 1 04SEP2020 | 04SEP2020 0.5 mL Upper Yes 
10:50 10:50 


Day 22 | 24SEP2020 | 24SEP2020 0.5 mL Upper Yes 
11:00 11:00 


10324 | Day 1 02SEP2020 | 02SEP2020 0.5 mL Upper Yes 
10:10 10:10 
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BioNTech RNA Pharmaceuticals GmbH / BNT162b2 


BNT162-01 


Listings - 6. Snapshot All TLFs Final 1.0 
Created on 20NOV2020 


Listing 16.2.3-2.1-3: Listing of drug exposure - BNT162b2 
Safety set 
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Dose 
group 


Subject 
number 


Visit 


Start 
date/time of 
treatment 


End 
date/time of 
treatment 


Volume 
dose 


Direc- 
tionality 


Admin. 
according 
to protocol 


Reason, if not 


Epi/Pandem- 
ic related 
adjustment 


Epi/Pandem- 
ic related 
interruption 





30 Lg 


10324 


Day 22 


23SEP2020 


23SEP2020 


0.5 mL 


Upper 


Yes 





Older 9:50 9:50 
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